Annex 1. Structure of data to be collected for inclusion of resultsin EudraCT and their making public in the EU Clinical
Trials Register

Annex 1 Section A) Sets out fields that describe the study that are not currently in EudraCT but are part of the protocol related

information in Clincal Trials.gov, only those fields considered necessary have been included. The rows are numbered P01, P02
etc.

The information and text relating to Clinical Trials.gov is taken from the document: “ Protocol Data Element Definitions
(DRAFT)” March 2010 to be found at http://prsinfo.clinicaltrials.gov/definitions.html and displayed in the order used there.

Annex 1 Section B) Sets out the fields that capture the results of thetrial. The rows are numbered R01, R0O2 etc.

The information and text relating to Clinical Trials.gov is taken from the document: “Basic Results’ Data Element Definitions
(DRAFT)” February 2010 which can be found at http://prsinfo.clinicaltrials.gov/results definitions.html and displayed in the
order used there.

In this table the proposed content of EudraCT is provided on the left and the current content of Clinical Trials.gov on the right.
The following conventions have been used:
Where afield or set of dataisincluded in only one system, N/A is entered on the corresponding row for the other system.
Where some additions are made to afield in EudraCT relative to the same field or set of information in Clinical Trials.gov
the text is underlined.
Where some deletions are made to the text for afield in EudraCT relative to the same field or set of information in
Clinical Trials.gov the text is shown as “ strikethrough” .
Comments are provided in the right hand column to rationalise certain differences.


http://prsinfo.clinicaltrials.gov/definitions.html
http://prsinfo.clinicaltrials.gov/results_definitions.html

Annex 1 Section A

EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
Pl | Scientificrationale Short description of the protocol intended | Brief Summar y Short description of the protocol intended
for the lay public. Include a brief for the lay public. Include a brief statement
statement of the study hypothesis. of the study hypothesis.
Example: The purpose of this study isto Example: The purpose of this study isto
determine whether prednisone, determine whether prednisone,
methotrexate, and cyclophosphamide are methotrexate, and cyclophosphamide are
effective in the treatment of rapidly effective in the treatment of rapidly
progressive hearing loss in both ears due progressive hearing loss in both ears due to
to autoimmune inner ear disease (AIED). autoimmune inner ear disease (AIED).
P2 | Reasonsfor premature For temporarily halted or prematurely Why Study Stopped? For suspended, terminated or withdrawn For details on the status

termination

terminated .
withdrawn-studies, provide a brief
explanation of why the study has been
halted or terminated. H-desired,use brief

summary-or-detaed-deseriptionto-provide
ionalint -

studies, provide a brief explanation of why
the study has been halted or terminated. If
desired, use brief summary or detailed
description to provide additional
information.

please see field
“Recruitment/Termination
status’

P3 | Date of the global end of
thetrial (completed or
prematur ely terminated)

Final date on which data was {eris
expected-to-be) collected. Usethe Fype
Antic teocribed

above

Study Completion
Date

Final date on which datawas (or is
expected to be) collected. Use the Type
menu (Anticipated/Actual) as described
above

P4 | Blinding/masking specific
to period

At least one of the following required:
AHmay-be required-aspart-ef-Study
Eagl' o daﬁ PL-110-85-Sectior 86)
Open: no masking is used. All involved
know the identity of the intervention
assignment.

Single Blind: one party, either the
investigator or participant, is unaware of
the intervention assignment; also called
single-masked study.

Masking

Open: no masking is used. All involved
know the identity of the intervention
assignment.

Single Blind: one party, either the
investigator or participant, is unaware of
the intervention assignment; also called
single-masked study.

Double Blind: two or more parties are
unaware of the intervention assignment

If Single Blind or Double Blind is selected,
check the role(s) that are to be masked:
Subject, Caregiver, Investigator or

Blinding (Masking) is
often different per period,
so that it isimportant to
specify the blinding per
period for understanding
the results.

Clinical Trials.gov does
not currently provide for
explicitly linking this
information to specific
periods or arms/groups.
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EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
Double Blind: two or more parties are Outcomes ASSessor.
unaware of the intervention assignment
If Single Blind or Double Blind is
selected, check the role(s) that are to be
masked: Subject, Carer, Investigator or
Outcomes Assessor.

P5 Blinding implementation | How wasblinding realized in practice? N/A N/A It is necessary to specify
detail how blinding was done.
detalls Thisisin linewith eg.

CONSORT 2010
Statement.
P6 Allocation specificto arm Atleastqneof thefoIIOW|_ng requwed:_ Allocation NJ/A: single arm study ILlsnzc&ssary toc/ollect
within period Alervention Model Masiing, Alocation. these data per arm/group
N*WW*WM@%‘ Randomized Controlled Trial: participants ]E)er perlgd g_sf?erl_ods .
Wd#kﬂ&gs&ew% are assigned to intervention groups by drequen ya " e inmaor
participant-assignment-to-intervention chance lesign aspects.
. Nonrandomized Trial: participants are
- Single arm study expressly assigned to intervention groups
Randomised Controlled Trial/period: throu_g_h a non'-random method, such as
- : ; . physician choice
participants are assigned to intervention
groups by chance
Nonrandomised Trial/period: participants
are expressly assigned to intervention
groups through a non-random method,
such as physician choice
EudraCT collects this information per
arm/group per period whereas
ClinicalTrials.gov collectsit only per trial.
pP7 Randomised allocation E.g., central, blocked, stratified, biased N/A N/A The details on how

implementation details
(in case of

coin, block Iength, randomisation ratio(s)

randomisation was carried
out are important in order
to understand to which
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EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
randomisation) extent the bias was _
actualy controlled. This
impacts on how the
results can be interpreted
and generalised,
particularly in small trials.
P8 | Enrolment (Farget-or Actual Number of Subjects) Enrollment (Target or Actual Number of Subjects)
Number of subjectsin thetrial. A"“TFype" Number of subjectsinthetrial. A "Type"
mencHs-alse-thchuded—wth-options menu is also included, with options
Anticipated-and-ActualForactive studies: Anticipated and Actual. For active studies,
setFypeto-Anticipated-and-specthy-the set Type to Anticipated and specify the
expected-enrelment;-updating the-number expected enrollment, updating the number
as-heeded-over-the course-of the study- as needed over the course of the study.
Upon-study-completion,-change Typeto Upon study completion, change Typeto
Actual-and-update the enroliment-if Actua and update the enrollment if
PECESSaFY- necessary.
P9 | Arm/Group type Select one: Experimental, Active Arm Type Select one: Experimental, Active
Comparator, Placebo Comparator,-Sham Comparator, Placebo Comparator, Sham
Comparater, No intervention, Other Comparator, No intervention, Other
(specify) N
P10 | | ntervention type Select one per intervention: I ntervention Type Select one per intervention: .
IMP (including Placebo) Device Drug (including placebo), Device
(including sham), i (including sham), Biological/Vaccine,
Procedure/Surgery, Radiation, Behavloral Procedure/Surgery, Radiation, Behavioral
(e.g., Psychotherapy, Lifestyle (e.g., Psychotherapy, Lifestyle
Counseling), Genetic{including-gene Counseling), Genetic (including gene
transfer,-stem-cell and-recombinant DNA), transfer, stem cell and recombinant DNA),
Dietary Supplement (e.g. vitamins, Dietary Supplement (e.g., vitamins,
minerals), Other minerals), Other
P11 | |ntervention title For drugs use generic name (INN); for Intervention Name For drugs use generic name; for other types

other types of interventions provide a brief
descriptive name.

For IMPs that do not yet have a generic
name, a chemical hame or company code
or-seria-number may be used on a

of interventions provide a brief descriptive
name.

For investigational new drugs that do not
yet have a generic name, a chemical name,
company code or serial number may be
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EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
temporary basis. Assoen-asthegenerie used on atemporary basis. As soon as the
nRame-has been-established-update the generic hame has been established, update
associated-protocol-records-aceordingly- the associated protocol records
accordingly.

For non-IMP intervention types (as
comparator) or background therapy, For non-drug intervention types, provide
provide an intervention name with an intervention name with sufficient detail
sufficient detail so that it can be so that it can be distinguished from other
distinguished from other similar similar interventions.
interventions.

P12 | | ntervention details Cover key details of theintervention. Must | | ntervention Cover key details of theintervention. Must | Version 2.2 of the BRIDG
be sufficiently detailed to distinguish Description be sufficiently detailed to distinguish model (part of the

P between arms of a study (e.g., comparison | CDISC/HL7 Joint

between 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 desage
pharmaceutical form, dosage, frequency,
and duration and route of administration.
Example: 50 mg/m2, IV (in the vein) on
day 5 of each 28 day cycle. Number of
Cycles: until progression or unacceptable
toxicity develops.

EudraCT has some further fields which
fall within scope of “Intervention
Description”:

If intervention with medicinal product then
state:

“Dose” (number)

“Dose unit” (e.qg. mg)

“Dose maximum”_(number)

“Freguency” (number)

“Frequency unit” (e.g. daily, per week)

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. Example: 50
mg/m2, 1V (in the vein) on day 5 of each
28 day cycle. Number of Cycles: until
progression or unacceptabl e toxicity
develops.

Initiative Project) has
comparable data structure,
“Performed Substance
Administration” with
similar attributes.
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EudraCT Clinical Trials.gov
Field name Description Field name Description Comments
“Route of administration” (valuelist,
multiple select)
“Type of dosing” (vauelist)

P13 | Arms/Groups If arms or groups have been specifiedfor | Arms/Groups If arms or groups have been specified for
the protocol, select the ones for which the the protocol, select the ones for which the
intervention is to be administered. For intervention is to be administered. For
interventional studies with arms specified, interventional studies with arms specified,
all arms must have at least one all arms must have at least one intervention
intervention (unless arm typeis "No (unless arm typeis"No Intervention") and
Intervention") and each intervention must each intervention must be assigned to at
be assigned to at least one arm. Fer least one arm. For observational studies
observational-studies with-groups with groups specified, each intervention (if
specified-each-intervention-(H-any)-must any) must be assigned to at least one group.
be assigned-to-at-least one group:

P14 | Recruitment/Termination | Protocol accrual activity at afacility. Recruitment Status Protocol accrual activity at afacility. Select

status. (To be updated by
the sponsor during the
active phase of the study)

Select one:

Not yet recruiting: participants are not yet
being recruited

Recruiting: participants are currently being
recruited

Enrolling by invitation: participants are
being (or will be) selected from a
predetermined population

Active, not recruiting: study is ongoing
(i.e., patients are being treated or
examined), but participants are not
currently being recruited or enrolled
Completed: the study has concluded
normally; participants are no longer being
examined or treated (i.e., last patient’s last
visit has occurred)

Temporarily halted: recruiting or enrolling
participants has halted prematurely but
potentially will resume

Prematurely terminated: recruiting or
enrolling participants has halted

one:

Not yet recruiting: participants are not yet
being recruited

Recruiting: participants are currently being
recruited

Enrolling by invitation: participants are
being (or will be) selected from a
predetermined population

Active, not recruiting: study isongoing
(i.e., patients are being treated or
examined), but participants are not
currently being recruited or enrolled
Completed: the study has concluded
normally; participants are no longer being
examined or treated (i.e., last patient’s last
visit has occurred)

Suspended: recruiting or enrolling
participants has halted prematurely but
potentially will resume

Terminated: recruiting or enralling
participants has halted prematurely and
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EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
prematurely and will not resume; will not resume; participants are no longer
participants are no longer being examined being examined or treated
or treated Withdrawn: study halted prematurely, prior
Withdrawn: study halted prematurely, to enrollment of first participant
prior to enrollment of first participant
P15 | PubMed ID (p|\/| | D) or Citations to publications related to the Refer ences Citations to publications related to the
ivalent protocol: background and/or results. protocol: background and/or results.
equivalen Provide either the unique PubMed Provide either the unique PubMed
Identifier (PMID) of an article or enter the Identifier (PMID) of an article or enter the
full bibliographic citation. full bibliographic citation.
MEDLINE Identifier MEDLINE Identifier
Definition: unique PubMed Identifier Definition: unique PubMed Identifier
(PMID) for the citation in MEDLINE (PMID) for the citation in MEDLINE
Example: PMID: 10987815 Example: PMID: 10987815
Citation Citation
Definition: bibliographic referencein Definition: bibliographic referencein
NLM's MEDLINE format NLM's MEDLINE format
Example: Barza M; Pavan PR; Doft BH; Example: Barza M; Pavan PR; Doft BH;
Wisniewski SR; Wilson LA; Han DP; Wisniewski SR; Wilson LA; Han DP;
Kelsey SF. Evaluation of microbiological Kelsey SF. Evaluation of microbiological
diagnostic techniques in postoperative diagnostic techniques in postoperative
endophthal mitis in the Endophthal mitis endophthal mitis in the Endophthal mitis
Vitrectomy Study. Arch Ophthalmol 1997 Vitrectomy Study. Arch Ophthalmol 1997
Sep; 115(9):1142-50 Sep; 115(9):1142-50
Results Reference? Results Reference?
Indicate if the reference provided reports Indicate if the reference provided reports
on results from this clinical research study. on results from this clinical research study.
P16 Link(s) to public part of A-Website directhy relevant-to-the Links AWEb sitedie:jectfl)(/jrele;/dané)tothe pr(l)t?:lCOI
. protoechmay-be-enteredH-desired-—Bonot may be entered, if desired. Do not include
a$essment rep_ort’ if not tpetudesiteswhese primany-geakiste sites whose primary goal isto advertise or
existing: disclaimer; and | advertise or sel-commercial-products o sell commercial products or services. Links
other links services-inksto-edueational-researeh; to educational, research, government, and
government,-and-other-non-profit- Web other non-profit Web pages are acceptable.

All submitted links are subject to review by
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EudraCT

Clinical Trials.gov

Field name

Description

Field name

Description

Comments

™ -
Link or reference to publication of the trial

resultsin ascientific journal, or other
relevant location.

Links to the public assessment report (i.e.
EPAR or PAR).

Clinical Trials.gov.

URL: complete URL, including http://
Example: http://www.a zheimers.org/
Description: title or brief description of the
linked page. If the page being linked isthe
protocol's home page on the sponsor's Web
site, include the words "Click here for
more information about this study:" and
provide the name of the protocol.




Annex 1: Structure of datato be collected for making public results (cont.)
Section B) Following the order of the ClinicalTrials.gov document “ Basic Results’ Data Element Definitions (DRAFT)

Annex 1 Section B

EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments

Title B.5 Further information Point of contact for scientific information Results Point of Contact | Point of contact for scientific information
contact about the posted clinical trial results. about the posted clinical trial results.
(default values from protocol
data)

R1 B. 5.2 Functional Name | The name of theindividual and/or the Name or Official Title For the designated individual. Note that this
(default values from protocol |nd|V|dL_JaI role f_or the point _of contaft fqr may be e_tspecn‘lc pe_rs_on's_name (e.g.,_ Dr.
data) further |r_1format|on onthetria (e.g. “Tria Jane _Smlth) or aposition title (e.g., Director

Information Desk”). of Clinical Trials).
R2 B.5.1 Name of The contact point may be at the sponsor, a Organization Name Full name of the designated individual's
R trial site or another organization. Full name organizational affiliation.
organisation of the designated individual's organisational
(default values from protocol ffiliation.
data)

R3 B.5.4 Telephone {or"E-mail"required) Office phone of the Phone (or "E-mail" required) Office phone of the

number designated individual. Yse-theformat-123- designated individual. Use the format 123-

456-7890-within-the United-States-and 456-7890 within the United States and
(default val ues from protocol Canada: Otherwise; Provide the country code Canada. Otherwise, provide the country code
data) and phone number. and phone number.

EudraCT requests the country code also for

contacts in the United States and Canada.

R4 B54 Td ephone Phone extension, if needed Ext. Phone extension, if needed
number
(default values from protocol
data)

R5 B.5.6 E-mail: (default {erPhene"required) Electronic mail Email (or "Phone" required) Electronic mail

values from protocol data)

address of the designated individual.

address of the designated individual.
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EudraCT

ClinicalTrials.gov

Fied name

Description

Field name

Description

Comments

Title

N/A

N/A

Certain Agreements

Information certifying 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
(Pl9), after the completion of thetrial, to
discuss the results of the trial 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 trial. This does not include
an agreement solely to comply with
applicable provisions of law protecting the
privacy of participants.

R6

N/A

N/A

Areall PIs Employees
of Sponsor? (Y/N)

If al principal investigators are employees
of the sponsor, select "Yes' and skip the
remaining questions. If any principal
investigator (PI) is not an employee of the
sponsor, select "No" and answer the
remaining guestions.

R7

N/A

N/A

Results Disclosure
Restriction on PI(s)?
(Y/IN)

If there is an agreement between the sponsor
(or its agent) and any non-employee PI(s)
that restricts the Pl's rights to discuss or
publish trial results after the trial is
completed, select "Yes' and select a
"Restriction Type." Trial completionis
defined asthe final date on which data were
collected. (ie, the Study Completion Date
from the Protocol Data Elements).If there
are agreements with multiple non-employee
Pls and there is a disclosure restriction on at
least one P, select "Yes" and answer the
remaining question. If there are varying

10
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Field name Description Field name Description Comments
agreements with PIs, choose the type below
that represents the most restrictive of the
agreements (e.g., the agreement with the
greatest embargo time period).
R8 N/A N/A Pl Disclosure The only disclosure restriction on the Pl is

Restriction Type:

that the sponsor can review results
communications prior to public release and
can embargo communications regarding trial
results for a period that isless than or equal
to 60 days from the time submitted to the
sponsor for review. The sponsor cannot
reguire changes to the communication and
cannot extend the embargo.

The only disclosure restriction on the Pl is
that the sponsor can review results
communications prior to public release and
can embargo communications regarding trial
results for aperiod that is more than 60 days
but less than or equal to 180 days from the
time submitted to the sponsor for review.
The sponsor cannot require changes to the
communication and cannot extend the
embargo.

Other disclosure agreement that restricts the
right of the Pl to discuss or publish trial
results after the trial is completed

11
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Field name Description Field name Description Comments
R9 N/A N/A Other Disclosure If "Other disclosure agreement..." is selected,
_— please describe the type of agreement
Restriction Type including any provisions allowing the
sponsor to require changes, ban the
communication, or extend an embargo.
(Limit: 500 characters)
R10 Protection of Actual Measure(s) to ... N/A N/A Pa;oldi_atric tgrials and
—_— trialsin other
articipants ° minimise distress vulnerable
e minimise pain populations should
o report on how they
e  minimiserisk ensured that the
e minimise sampling blood (incl. vulnerable
maximum volume drawn) participants were
protected against

e withdraw and initiate rescue

various sources of

treatment harm.
e  implement continuous consent and
assent
Title Participant Flow Progress of research participants through Participant Flow Progress of research participants through
each stage of a trial in a tabular format, each stage of a trial in a tabular format,
including the number of participants who including the number of participants who
dropped out of the clinical trial. (Identical in dropped out of the clinical trial. (Identical in
purpose to a CONSORT flow diagram, but purpose to a CONSORT flow diagram, but
represented as tables.) The tabular represented as tables.) The tabular
presentation may be separated into presentation may be separated into
"periods," each of which comprises an "periods," each of which comprises an
interval of trial activity. Each period consists interval of trial activity. Each period
of "milestones’ for reporting numbers of consists of "milestones" for reporting
participants at particular pointsin time numbers of participants at particular points
within that period. in time within that period.
R11 Recruitment Details Key information relevant to the recruitment | Recruitment Details Key information relevant to the recruitment

12
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Field name Description Field name Description Comments
process for the overall study, such as dates of process for the overall study, such as dates
the recruitment period and types of location of the recruitment period and types of
(e.g., medical clinic), to provide context. location (e.g., medical clinic), to provide
(Limit: 350 characters) context. (Limit: 350 characters)
R12 | nfor mation on the Description of any significant events and Pre-assignment Details | Description of any significant events and
. . approaches for the overall study (e.g., wash approaches for the overall study (e.g., wash
scrfaenl ng prior to . out, run-in, transition) following participant out, run-in, transition) following participant
assignment to group if enrollment, but prior to group assignment. enrollment, but prior to group assignment.
not specifi ed asa For example, an explanation of why enrolled For example, an explanation of why enrolled
ial iod participants were excluded from the trial participants were excluded from the trial
Special period, as before assignment to groups. (Limit: 350 before assignment to groups. (Limit: 350
relevant characters) characters)

Title Arm/Group Armsor comparison groupsin atrial (Note Arm/Group Arms or comparison groupsin atrial (Note
that arm information from the protocol that arm information from the protocol
section will be copied into the results section section will be copied into the results section
thefirst time results are created. After that, thefirst time results are created. After that,
such information may be changed in the such information may be changed in the
results section at any time. However, any results section at any time. However, any
changes in the results section will not be changes in the results section will not be
reflected in the protocol section - you will reflected in the protocol section - you will
also need to update the protocol section, as also need to update the protocol section, as
appropriate.) appropriate.)

Given per period. “Arm/Group” refersto
simultaneously proceeding, alternative
groups.

R13 Title Label used to identify the arm or comparison | Arm/Group Title Label used to identify the arm or comparison
group. group.

Minimum length is 4 characters. Titles Minimum length is 4 characters. Titles
shorter than the minimum are unlikely to shorter than the minimum are unlikely to
sufficiently describe the arm or comparison sufficiently describe the arm or comparison
group. Examples: fluoxetine; sertraline; group. Examples: fluoxetine; sertraline;
drug-eluting stent; placebo (Limit: >=4 and drug-eluting stent; placebo (Limit: >=4 and
<=62 characters) <=62 characters)

R14 Descri pti on Brief description of the arm or comparison Arm/Gr oup Descri pti on | Brief description of the arm or comparison

13
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Field name Description Field name Description Comments
group to distinguish it from other group to distinguish it from other
arms/groupsin thetrial. arms/groupsin thetrial.
(Limit: 999 characters) Examples: fluoxetine, 20mg ghs; Sirolimus-
eluting stent (SES) implanted using standard
percutaneous coronary intervention (PCI)
technique via the femoral approach. (Limit:
999 characters)
R15 Background therapy Background therapy: N/A N/A The background
i i Thisis an option to detail the therapy used therapy can vary by
deta Isd[phar maceutical across arms/groups, on top of which an IMP period, can be
form, dosage, _ isusedin atrial, for example. complex, and is
freguency, duration, 'mSOf;a“tJPr A
understanding how
M . the results can be
administration] related to a standard
of care.
R16 | sthe background YIN N/A N/A
therapy identical
across all periods?
Title Period(s) Discrete stages of a clinical trial during Period(s) Discrete stages of a clinical trial during

which numbers of participants at specific
significant events or points of time are
reported. If only one period, use Overall
Sudy for "Period Title."

Thereis no limit to the number of periods
that may be used to describe a singletrial.
Each subsequent period represents a trial
stage following the previous period. That is,
participants "flow" fromearlier to later
periods. All results sections must cover
participant flow frominitial assignment to
arms/groups to completion of thetrial.
Given per arm/group.

which numbers of participants at specific
significant events or points of time are
reported. If only one period, use Overall
Sudy for "Period Title."

Thereis no limit to the number of periods
that may be used to describe a singletrial.
Each subsequent period represents a trial
stage following the previous period. That is,
participants "flow" fromearlier to later
periods. All results sections must cover
participant flow frominitial assignment to
arms/groups to completion of thetrial.

14
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Field name Description Field name Description Comments

R17 Title Title describing a stage of thetrial. If only Period Title Title describing astage of thetria. If only
one period is defined, the default title is one period is defined, the default title is
"Overall Study." When atrial has more than "Overall Study." When atrial has more than
one period, none of the period titles should one period, none of the period titles should
be "Overall Study." (Limit: 40 characters) be "Overall Study." (Limit: 40 characters)

Title Milestone(s) Specific events or time pointsin the trial Milestone(s) Specific events or time pointsin the trial
when the numbers of participants are when the numbers of participants are
reported. While thereis no limit to the reported. While thereis no limit to the
number of milestones that may be used in a number of milestones that may be used in a
single period, data are required for two single period, data are required for two
milestones, STARTED and COMPLETED, milestones, STARTED and COMPLETED,
within each period. within each period.

R18 STARTED this per iod Number of participants at the beginning of STARTED: Number of participants at the beginning of
the period the period

and arm

R19 comments Additional information about the STARTED | Comments Additional information about the STARTED
milestone. (Limit: 100 characters) milestone. (Limit: 100 characters)

R20 COMPLETED this Number of participants at the end of the COMPLETED Number of participants at the end of the

. iod. iod.
period and arm penio penio

R21 Comments Additional information about the Comments Additional information about the
COMPLETED milestone. (Limit: 100 COMPLETED milestone. (Limit: 100
characters) characters)

R22 Not completed Number of participants that did not complete [Not Completed] Number of participants that did not complete
the period. Calculated automatically by the period. Calculated automatically by
subtracting COMPLETED from STARTED subtracting COMPLETED from STARTED

R23 |sthisthe baseline (Y/N) One period should beidentifiedas | N/A N/A

period? baseline period.
Title Any number of milestones may be added Any number of milestones may be added

Additional Milestone(s)

between the two required milestones,
STARTED and COMPLETED

Additional Milestone(s)

between the two required milestones,
STARTED and COMPLETED

15
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Field name Description Field name Description Comments
R24 Milestone Title Label describing milestone (Limit: 40 Milestone Title Label describing milestone (Limit: 40
characters) characters)
R25 Reached this milestone | (Per milestone, per arm/group): Number of Milestone Data (Per milestone, per arm/group): Number of
for this per iod and participants to reach the milestone. participants to reach the milestone.
arm/group
R26 comments Additional information about the milestore. | Comments Additional information about the milestone.
(Limit: 100 characters) (Limit: 100 characters)
Title Reason not completed Additional information about participants Reason Not Completed Additional information about participants
who did not complete the period. If any are who did not complete the period. If any are
provided, the total number of participants provided, the total number of participants
accounted for by all reasons must equal the accounted for by all reasons must equal the
number of participants listed under "Not number of participants listed under "Not
Completed." Completed."
R27 Reason not completed Select one for each reason not completed Reason Not Completed Select one for each reason not completed:
t Serious adverse event(s), non-fatal; T Adverse Event, Death, Physician Decision,
ype . ) Adverse Event(s), not serious; ype » . Pregnancy Withdrawal by Subject, Lack of
Only conditionally required Serious Adverse Event, Fatal (mandatory Only conditionally required Efficacy, Protocol Violation, Lost to Follow-
reporting); Physician Decision, Pregnancy, up ,Other .
Withdrawal by Subject, not due to adverse
event; L ack of Efficacy, Protocol Violation,
specify; Lost to Follow-up ,Other(s), specify
(repeat).
R28 Other reason If "Other" is selected, provide label (Limit: Other Reason If "Other" is selected, provide label (Limit:
Only conditionally required 40 characters) Only conditionally required 40 characters)
R29 Reason not completed (Per reason, per arm/group): Number of Reason Not Completed (Per reason, per arm/group): Number of
participants for each arm or comparison participants for each arm or comparison
data Data
group. group.
Title Population The section * Population” is optional and N/A N/A Thisis a feature
can be repeated. which isrequired
This data structure is necessary to create by several
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transparency and a link between any guidelines, in
combination of periods with any specific particular ICH E 9,
analysis of that population. Also, the type of and also the EC
population (e.q., ITT, PP) should be clearly guidance and the
identified to understand the analysis. CONSORT
statement.
Analyses usually
cover more than
one period, which
can belogically
summarised with
this data structure.
A defined
combination of
periods (that is, a
population) can be
efficiently re-used
for several analyses
(e.g., sensitivity /
robustness of
results). Thisis
necessary for
statistical validity
of results.
R30 Population Type (value | Valuelistincluding: N/A N/A
list e Intention to treat
e  Per protocol
e Full analysisset
e  Safety population
e  Other (Description)
R31 PODU| ation descri ption Include definition of population type chosen | N/A N/A
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above
R32 Period(s Thisis a continuous sequence of pre-defined | N/A N/A
4) periods (selected from the section
“Period(s)")
R33 Number of Integers N/A N/A
participantsin this
population
R34 Number of Data from R20 redisplayed N/A N/A
participants completed
last selected period
R35 Not completed reasons Data from R27 redisplayed N/A N/A
(valuelist, integers)
R36 Number of Integers N/A N/A
participants not
included in this
population
R37 Not included in this Number by specific reason: Serious adverse | N/A N/A
- event(s), not death; Adverse Event(s), not
DODU|at_I On_r €asons serious; Death (mandatory to report);
(valuelist, integers) Physician Decision, Pregnancy, Withdrawal
by-Subject, not due to adverse event;
Protocol Violation, specify; Lost to Follow-
up ,Other(s), specify (repeat).
Title Baseline Characteristics | A table of demographic and baseline data Baseline Characteristics | A table of demographic and baseline data

for the entire trial population and for each
armor comparison group. Note that only
baseline measures for Age and Gender are

for the entire trial population and for each
armor comparison group. Note that only
baseline measures for Age and Gender are
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required; all other baseline measures are required; all other baseline measures are
optional. The table cells accommodate optional. The table cells accommodate
different types of data: different types of data:
Categorical - create customised categories Categorical - create customized categories
and then report a count or a measure of and then report a count or a measure of
central tendency and a measure of central tendency and a measure of
dispersion for each category by armor dispersion for each category by armor
comparison group comparison group
Continuous - report a measure of central Continuous - report a measure of central
tendency and a measure of dispersion for tendency and a measure of dispersion for
each arm or comparison group each arm or comparison group
;ﬁﬁ:ﬁéﬁ:ﬁ;?&? rr;egg:wtt?rsrs'[tgzr\/g)t Time-to-Event Data - report as either (1)
with re of di.sp.érsion) or (2) cc_)nti nuous data (g.g., mean time to event
categorical data at different time points by Ll measure e dlspgrson) or (2) 8
armor comparison group categorical dat_a at different time points by
arm or comparison group

In addition to presenting baseline
characteristics per arm/group, data can
optionally be pooled for all groups
(“overall”) or per " population” defined.

Title Arm/Group Arms or compa_rison grqupsin atrial Arm/Group Arms or compa_rison grqupsin atrial
(Note that arm information from the protocol (Note that arm information from the protocol
section will be copied into the results section section will be copied into the results section
thefirst time results are created. After that, thefirst time results are created. After that,
such information may be changed in the such information may be changed in the
results section at any time. However, any results section at any time. However, any
changes in the results section will not be changes in the results section will not be
reflected in the protocol section —you-wit reflected in the protocol section - you will
atso-needto-updatetheprotocol-section—as also need to update the protocol section, as

tate) appropriate.)

R38 Ar m/Group title Label use_d_toidentify thgarm or comparison Arm/Group Title Label use_d_toidentify thgarm or comparison

group. Minimum length is 4 characters. group. Minimum length is 4 characters.
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Titles shorter than the minimum are unlikely Titles shorter than the minimum are unlikely
to sufficiently describe the arm or to sufficiently describe the arm or
comparison group. comparison group.
Examples: fluoxetine; sertraline; drug- Examples: fluoxetine; sertraline; drug-
eluting stent; placebo (Limit: >=4 and <=62 eluting stent; placebo (Limit: >=4 and <=62
characters) characters)
R39 Arm/Group Brief description of the arm or comparison Arm/Group Description | Brief description of the arm or comparison
description group to distinguish it from other group to distinguish it from other
p arms/groupsin thetrial. Examples: arms/groupsin thetrial. Examples:
fluoxetine, 20mg ghs; Sirolimus-eluting fluoxetine, 20mg ghs; Sirolimus-eluting
stent (SES) implanted using standard stent (SES) implanted using standard
percutaneous coronary intervention (PCI) percutaneous coronary intervention (PCI)
technique viathe femoral approach. (Limit: technique viathe femoral approach. (Limit:
999 characters) 999 characters)
R40 Overall Number of (Per arm/group): Overall number of Overall Number of (Per arm/group): Overall number of

Baseline Participants

participants for which baseline
characteristics were measured for all
baseline measures reported. Note that if the
participant population differs for a particular
baseline measure, the number of participants
should be included in the Baseline Measure
Description.

Basdline Participants

participants for which baseline
characteristics were measured for all
baseline measures reported. Note that if the
participant population differs for a particular
baseline measure, the number of participants
should be included in the Baseline Measure
Description.

Title Basdine Variable Name and description of a characteristic Basdine Measure(s) Name and description of a characteristic
measured at the beginning of the trial. Note measured at the beginning of the trial. Note
that baseline measure data for "Age" (at that baseline measure data for "Age" (at
least one of the three types) and " Gender" least one of the three types) and " Gender"
arerequired. Thereisno limit to the number arerequired. Thereis no limit to the number
of additional " Study-Specific Measures' that of additional " Study-Specific Measures' that
may be provided. may be provided.

All variables measured at baseline used for
endpoint should be included.
R41 BasalineVariabletitle | Setectone-Note that baseline measures for Basaline Measure Title Select one. Note that baseline measures for

at least one "Age" and "Gender" title are
required.

at least one "Age" and "Gender" title are
required.
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Description

Comments

e Study-Specific Measure (as many
as needed)

e Age (at least one of the following):

Age, Continuous: example - mean agein
years

Age, Categorical:

In Utero

Preterm Newborn Infants (up to gestational
age < 37 weeks)

Newborns (0-27 days)

Infants and toddlers (28 days - 23 months)
Children (2-11 years)

Adolescents (12-17 years)

Lessthan 18 years
Adults (18-64 years)

Elderly (>= 65 years)

Age, Customized: example - number in each
category

(birth-10 years, 11-20 years, 21-30 years,
etc.)

Gender (one of the following):

Gender, female, male

Gender, Customized

Race (NHH/OMB):-U-SNationa-Hnstitutes

e  Study-Specific Measure (as many
as needed)

e Age (at least one of the following):

Age, Continuous: example - mean agein
years

Age, Categorical:

<=18 years

>18 and <65 years

>=65 years

Age, Customized: example - number in each
category

(birth-10 years, 11-20 years, 21-30 years,
etc.)

Gender (one of the following):

Gender, female, male

Gender, Customized

Race (NIH/OMB): U.S. National Institutes
of Health and U.S. Office of Management
and Budget Classification Categories
Race, Customized

Ethnicity (NIH/OMB): U.S. National

21




Annex 1 Section B

EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
and-Budget Classiteatton-Categortes Institutes of Health and U.S. Office of
Management and Budget Classification

Race, Customized Categories
Ethnicity-(NHHOMB):-U.SNationat Ethnicity, Customized
Management-and Budget Classification Region of Enrollment
Categories
Ethnicity, Customized
Region of Enrollment

R42 Baseline variabletitle : - ; Study-Specific Baseline | If "Study-Specific Measure” is chosen,

Only conditionally required

Provide the name of the measure. Examples:
Systolic blood pressure; Prior anti-
depressant treatment. (Limit: 100 characters)

Measure Title(s)
Only conditionally required

provide the name of the measure. Examples:
Systolic blood pressure; Prior anti-
depressant treatment. (Limit: 100 characters)

R43 Basdinevariable Ad(;llitior(;ﬁelt ir}fo;rb?atitczﬂ abolLIJt tr;e mea(;stl;]re(,j Basaline M easur e Ad(;llitior(;ﬁelt ir}fo;rb?atitczﬂ abolLIJt tr;e mea(;stl;]re(,j
i such as details about the collection metho T such as details about the collection metho
descri ption or participant population, if different from Descri ption or participant population, if different from
Overall Number of Baseline Participants. Overall Number of Baseline Participants.
(Limit: 600 characters) (Limit: 600 characters)
R44 Baselinevariabletype | Selectone: Measure Type Select one:
Number (e.g., number of participants) Number (e.g., number of participants)
gﬂoﬁagg r(rj]gggjz?le'li':ndency, ifa Measure of Central Tendency, if a
) h continuous measure is
reported .Mean_,Medlan, Least Squares reported :Mean ,Median, Least Squares
Mean, Geometric Mean , Log Mean Mean, Geometric Mean , Log Mean
R45 Select one. Please select "Not Applicable” if Select one. Please select "Not Applicable” if

M easur e of dispersion

the Measure Typeis "Number". Please do

M easur e of Dispersion

the Measure Typeis "Number". Please do
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NOT select "Not Applicable" for other NOT select "Not Applicable” for other
measure types. measure types. Not Applicable ,Standard
Not Applicable ,Standard Deviation ,Inter- Deviation ,Inter-Quartile Range ,Full Range
Quartile Range ,Full Range

R46 Variable unit e.g., participants, mm Hg (Limit: 40 Unit of Measure e.g., participants, mm Hg (Limit: 40
characters) characters)

R47 (required for categorical data) Category Title (required for categorical data)

Category title

Name of distinct category for abaseline
measure, if reporting categorical data.
(Limit: 50 characters)

Name of distinct category for abaseline
measure, if reporting categorical data.
(Limit: 50 characters)

R48 Other variableresult (per baseline measure and per arm/group) Basaline M easur e Data (per baseline measure and per arm/group)
dat Baseline measure data (either "Number" or Baseline measure data (either "Number" or
ala "Descriptive Statistics"). "Descriptive Statistics").
Either Number or Descriptive Statistics Either Number or Descriptive Statistics
Title Results A table of values for each of the outcome Outcome Measures A table of values for each of the outcome

measures by arm (i.e., initial assignment of
groups to interventions) or comparison
group (i.e., groups receiving interventions
regardless of initial assignment).
Arms/groups can be different from
arms/groups defined in participant flow.
Additional columns (arms/groups) e.g. to
present data of pooled treatment groups are
possible. The table cells accommodate
different types of data:

Categorical - create customised categories
and then report a count or a measure of
central tendency and a measure of
dispersion for each category by armor
comparison group

Continuous - report a measure of central
tendency and a measure of dispersion for

measures by arm (i.e., initial assignment of
groups to interventions) or comparison
group (i.e., groups receiving interventions
regardless of initial assignment).

The table cells accommodate different types
of data:

Categorical - create customized categories
and then report a count or a measure of
central tendency and a measure of
dispersion for each category by armor
comparison group

Continuous - report a measure of central
tendency and a measure of dispersion for
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each arm or comparison group each arm or comparison group
Time-to-Event Data - report as either (1) Time-to-Event Data - report as either (1)
continuous data (e.g., mean time to event continuous data (e.g., mean time to event
with measure of dispersion) or (2) with measure of dispersion) or (2)
categorical data at different time points by categorical data at different time points by
armor comparison group armor comparison group
Note that data reported for each outcome Note that data reported for each outcome
measure will be displayed as a separate measure will be displayed as a separate
table. All statistical analyses on those data table. All statistical analyses on those data
will be associated with that table. will be associated with that table.

Title Arm/Group Arms or comparison groupsin atrial Arm/Group Arms or comparison groupsin atrial
(Note that arm information from the protocol (Note that arm information from the protocol
section will be copied into the results section section will be copied into the results section
thefirst time results are created. After that, thefirst time results are created. After that,
such information may be changed in the such information may be changed in the
results section at any time. However, any results section at any time. However, any
changes in the results section will not be changes in the results section will not be
reflected in the protocol section - you will reflected in the protocol section - you will
also need to update the protocol section, as also need to update the protocol section, as
appropriate.) appropriate.)

R49 Arm/Group title Label used to identify the arm or comparison Arm/Group Title Label used to identify the arm or comparison
group. group.
Minimum length is 4 characters. Titles Minimum length is 4 characters. Titles
shorter than the minimum are unlikely to shorter than the minimum are unlikely to
sufficiently describe the arm or comparison sufficiently describe the arm or comparison
group. Examples: fluoxetine; sertraline; group. Examples: fluoxetine; sertraline;
drug-eluting stent; placebo (Limit: >=4 and drug-eluting stent; placebo (Limit: >=4 and
<=62 characters) <=62 characters)

R50 Arm/Group Brief description of the arm or comparison Arm/Group Description | Brief description of the arm or comparison

descriotion group to distinguish it from other group to distinguish it from other
Y arms/groupsin thetrial. Examples: arms/groupsin thetrial. Examples:

fluoxetine, 20mg ghs; Sirolimus-eluting fluoxetine, 20mg ghs; Sirolimus-eluting
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stent (SES) implanted using standard stent (SES) implanted using standard
percutaneous coronary intervention (PCI) percutaneous coronary intervention (PCI)
technique viathe femoral approach. (Limit: technique viathe femoral approach. (Limit:
999 characters) 999 characters)
R51 Number of (per outcome measure, per arm/group) Number of Participants | (per outcome measure, per arm/group)
. For the outcome reported For the outcome reported
participants analysed Can be associated with the participant flow Analyzed
table of selected arm(s)/group(s) and
period(s) or with “popul ation”
R52 Population type (value | !naddition to “Population description” N/A N/A
list)? EudraCT provides avaluelist for
: “population type” (e.g. intention to treat, per
protocol, full analysis set, safety population)
One of the populations defined in
“Populations” can be selected (optional).
Otherwise it can be specified with
“Population definition”, “ Population
description”.
R53 Population description | Explanation of how the number of Analysis Population Explanation of how the number of
participants for analysis was determined. Description participants for analysis was determined.
Indicate whether the analysis was "per P Indicate whether the analysis was "per
protocol”, "intention to treat (ITT)", or protocol”, "intention to treat (ITT)", or
another method. Also provide relevant another method. Also provide relevant
details such as imputation technique (e.g., details such as imputation technique (e.g.,
Last Observational Carried Forward Last Observational Carried Forward
[LOCF]), as appropriate. (Limit: 350 [LOCF]), as appropriate. (Limit: 350
characters) characters)
Title Variable Name and description of the measure used to | Qutcome Measure Name and description of the measure used to

assess the effect of experimental variablesin
thetrial. (Note that primary and secondary
endpoint information from the protocol
section of the record will be copied into the
results section the first timeresults are
created. After that, "Variable type,"

assess the effect of experimental variablesin
thetrial. (Note that primary and secondary
outcome measure information fromthe
protocol section of the record will be copied
into the results section the first time results
are created. After that, "Outcome Measure
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"Variabletitle," "Variable timeframe" and Type," "Outcome Measure Title," "Outcome
"Variable safety issue? (Y/N)" for primary or Measure Time Frame" and " Outcome
secondary endpoints may only be changed Measure Safety Issue? (Y/N)" for primary or
in the results section.) secondary outcome measures may only be
changed in the results section.)

R54 Variabletype Select one : Primary endpoint (from Protocol | Qutcome M easure Type | Select one: Primary Outcome Measure
section) ,Secondary endpoint (from Protocol (from Protocol section) ,Secondary Outcome
section) ,Other Pre-specified endpoint, Post- Measure (from Protocol section) ,Other Pre-
Hoc endpoint specified Outcome Measure, Post-Hoc

Outcome Measure
R55 N/A N/A Outcome M easur e Indicate whether posting kr}esults k(]:iatafo(;| this
. outcome measure. Note that each record is
Reportl ng Status required to have "Posted" datafor at least
one outcome measure.
Posted: Results dataincluded ; Not Posted:
Results data not included
R56 N/A N/A Antici pated Posti ng .I.f "Outcome; M easure _Reporti ng Status' is
Date Not Posted", then indicate the expected
month and year it will be "Posted.”

R57 Variabletitle Name of variable Outcome Measure Title | Nameof outcome measure

R58 Timeframe Time point(s) a which variable was Outcome Measure Time | Time point(s) a which outcome measure
assessed. = was assessed.
(Limit: 255 characters) rame (Limit: 255 characters)

R59 M easur ement ,(Al_(jdi_titoggloi n;ormatti or)1 about variable. Outcome M easur e Additional information about outcome

- imit: characters) A measure.
descri ption Description (Limit: 600 characters)
R60 Safety variable? (Y/N) Isgi;\(arial?‘lfabmam ing asﬁetgiswg?;gg Outcome M easur e !sthizgcezgtmige;wream'ng asafety
ion rator Vi i . :

:\/n: on of laboratory parameters, Safetyl$ue?(Y/N) Ssue o}
Select: Yes/No

R61 Efficacy variable? Isthis variable ng efficacy? Select: N/A N/A
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R62 |f safety variable and If you are entering clinical |aboratory N/A N/A Thisisrequiredin
- evaluation provide criterion (e.g. threshold EudraCT inline
clinical _Iabor at_orv_ value). Otherwise |eave blank. with ICH E3.
evaluation: Criterion
R63 | f safety variable and If you are entering vital sign assessments N/A N/A Thisisrequiredin
- - . - provide baseline value and select value type EudraCT inline
vital sign: Baseline from list. Otherwise leave blank. with ICH E3.
value and value type
R64 Result type Select one: Number (e.g., number of Measure Type Select one: Number (e.g., number of

participants), Measure of Central Tendency,
if a continuous measure is reported, Mean,
Median, Least Squares Mean, Geometric
Mean, Log Mean

Measure of Dispersion:

Select one. Please select "Not Applicable" if
the Measure Typeis"Number”. Please do
NOT select "Not Applicable" for other
Measure Types : Not Applicable; Standard
Deviation; Inter-Quartile Range; Full Range;
Standard Error; 95% Confidence Interval;
90% Confidence Interval

participants), Measure of Central Tendency,
if a continuous measure is reported, Mean,
Median, Least Squares Mean, Geometric
Mean, Log Mean

Measure of Dispersion:

Select one. Please select "Not Applicable" if
the Measure Typeis"Number". Please do
NOT select "Not Applicable” for other
Measure Types : Not Applicable; Standard
Deviation; Inter-Quartile Range; Full Range;
Standard Error; 95% Confidence Interval;
90% Confidence Interval

R65 Result unit

e.g., participants, mm Hg (Limit: 40
characters)

Unit of Measure

e.g., participants, mm Hg (Limit: 40
characters)

RE6 Category Title

(required for categorical data, as many as
needed) Name of distinct category used to
measure outcome, if reporting categorical
data. (Limit: 50 characters)

Category Title

(required for categorical data, as many as
needed) Name of distinct category used to
measure outcome, if reporting categorical
data. (Limit: 50 characters)

R67 Result data

(per category, per arm/group) Outcome
measure summary data (either "Number" or
"Descriptive Statistics").

“Result type/unit/data’ can be repeated
within “variable”. Figures for the same

Outcome Data

(per category, per arm/group) Outcome
measure summary data (either "Number" or
"Descriptive Statistics").
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variable should be presentable in different
ways of summaries, such as by means with
standard deviation and by number of
responding patients.

R68 Graph/Chart Supplementary data (figures) can be N/A N/A This graphic
submitted in order for the system to generate representation will
graphic result representation (e.q diagrams, be linked to
charts). relevant tables.

Concise graphical

representations of
results can convey
additional outcome
information. For
example, plots of
continuous time-
related events add
to analyses for
specific time points.

Title Statistical analyses One or more statistical analyses conducted | Statistical Analyses One or more statistical analyses conducted
Only conditionally required on the outcome data. Only conditionally required on the outcome data.

If a statistical analysisisreported, the If a statistical analysisisreported, the
following data elements are required: following data elements are required:
"Comparison Group Selection,” "Non- "Comparison Group Selection,” "Non-
inferiority or Equivalence Analysis," and at inferiority or Equivalence Analysis," and at
least "P-Value" or "Confidence Interval" least "P-Value" or "Confidence Interval"
with the associated information. with the associated information.

R69 Statistical analysistitle | Summary description of the analysis Statistical Analysis Summary description of the analysis
performed . performed

Overview
R70 Identifies the arms or comparison groups Identifies the arms or comparison groups

Comparison group

selection

Only conditionally required

involved in the statistical analysis (check all
toindicate an "omnibus' anaysis)

Can be associated with arms/groups asin
ClinicalTrials.gov but additionally also with
periods or with “populations’ that were

Comparison Group

Selection
Only conditionally required

involved in the statistical analysis (check all
toindicate an "omnibus' anaysis)
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defined.
R71 Number of Can be calculated automatically by the N/A N/A
participantsin System.
comparison group
R72 Comments Additional details about the statistical Comments Additional details about the statistical

analysis, such as null hypothesis and
description of power calculation (Limit: 500
characters)

analysis, such as null hypothesis and
description of power calculation (Limit: 500
characters)

R73 Analysistype: Non-
inferiority or
Equivalence Analysis?
(Y/N)

Only conditionally required

Identifies whether the analysisis atest of
non-inferiority or equivalence (Choose
"Yes") or superiority (Choose "No").

Non-inferiority or
Equivalence Analysis?
(Y/N)

Only conditionally required

Identifies whether the analysisis atest of
non-inferiority or equivalence (Choose
"Yes") or superiority (Choose "No").

R74 Comments !f, Yes prov_ide additional details, _ _ Comments !f, Yes prov_ide additional details, _ _
including details of the power calculation (if including details of the power calculation (if
not previously provided), definition of non- not previously provided), definition of non-
inferiority margin, and other key parameters inferiority margin, and other key parameters
(Limit: 500 characters) (Limit: 500 characters)

R75 Analysis scope EudraCT provides avaluelist including pre- | N/A N/A

specified in protocol, sensitivity analysis,
post hoc, explanatory.

Title Analysis method Procedure used for statistical analysis of Statistical Test of Procedure used for statistical analysis of
outcome data and cal culated p-value. H yp othesis outcome data and calculated p-value.
R76 P-value (if applicable): Calculated p-vaue giventhe | P-\/glue (if applicable): Calculated p-value given the
Only conditionally required null-hypothesis Only conditionally required null-hypothesis
R77 comments Additional information, such as whether or Comments Additional information, such as whether or

not the p-valueis adjusted for multiple
comparisons and the a priori threshold for
statistical significance

(Limit: 250 characters)

not the p-valueis adjusted for multiple
comparisons and the a priori threshold for
statistical significance

(Limit: 250 characters)
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R78 Analysis method (required if "P-Value" is reported): Select a M ethod (required if "P-Value" is reported): Select a

Only conditionally required

statistical test:

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

Only conditionally required

statistical test:

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

R79 Other method name If "Other" is selected, provide name of Other M ethod Name If "Other" is selected, provide name of
Only conditionally required statistical test, Only conditionally required statistical test.
(Limit: 40 characters) (Limit: 40 characters)
R80 Comments Any other relevant information, such as Comments Any other relevant information, such as
adjustments or degrees of freedom (Limit: adjustments or degrees of freedom (Limit:
150 characters) 150 characters)
Title Method of estimation Procedure used to estimate effect of Method of Estimation Procedure used to estimate effect of
intervention. intervention.
R81 Confidenceinterval (if applicable, provide the following sub- Confidence Interval (if applicable, provide the following sub-
Only conditionally required elements). Only conditionally required elements):
R82 Levd Expressed as a percentage. (Default "95"). L evel Expressed as a percentage. (Defaullt "95").
Only conditionally required Only conditionally required
R83 Number of sides Select 1-sided or 2-sided (default). Number of Sides Select 1-sided or 2-sided (default).
R84 Lower limit (required if confidence interval is2-sidedor | |_ower Limit (required if confidence interval is 2-sided or
Only conditionally required if confidence interval is 1-sided and no Only conditionally required if confidence interval is 1-sided and no
Upper Limit isentered.) Upper Limit isentered.)
R85 Upper limit (required if confidence interval is 2-sided or Upper L imit (required if confidence interval is 2-sided or
Only conditionally required if confidence interval is 1-sided and no Only conditionally required if confidence interval is 1-sided and no
Lower Limit is entered.) Lower Limit is entered.)
R86 Estimated value (if provided, Estimation Parameter required) | Estimated Value (if provided, Estimation Parameter required)
Only conditionally required Only conditionally required
R87 Effect estimate Select one: Estimation Parameter Select one:
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Only conditionally required Cox Proportional Hazard, Hazard Ratio Only conditionally required Cox Proportional Hazard, Hazard Ratio
(HR) ,Hazard Ratio, log, Mean Difference (HR) ,Hazard Ratio, log, Mean Difference
(Final Vaues), Mean Difference (Net), (Final Vaues), Mean Difference (Net),
Median Difference (Final Values) Median Difference (Final Values)
Median Difference (Net), Odds Ratio (OR), Median Difference (Net), Odds Ratio (OR),
Odds Ratio, log, Risk Difference (RD) Risk Odds Ratio, log, Risk Difference (RD) Risk
Ratio (RR) ,Risk Ratio, log, Slope, Other Ratio (RR) ,Risk Ratio, log, Slope, Other
R88 Other parameter name If "Other" is selected, provide name (Limit: Other Parameter Name | If "Other" is selected, provide name (Limit:
Only conditionally required 40 characters) Only conditionally required 40 characters)
R89 Estimate variability Parameter Dispersion Type:: Dispersion of Parameter Dispersion Type:
Select one: Standard Deviation, Standard Confidence I nterval Select one: Standard Deviation, Standard
Error of the Mean Error of the Mean
Dispersion Value Dispersion Value
R90 Estimate comments Any other relevant estimation information, Estimation Comments Any other relevant estimation information,
including the direction of the comparison including the direction of the comparison
(e.g., describe which arm or comparison (e.g., describe which arm or comparison
group represents the numerator and group represents the numerator and
denominator for relative risk) (Limit 250 denominator for relative risk) (Limit 250
characters) characters)
R91 Overall Limitations If appropriate, describe significant Overall Limitations and | f apropriate, describe significant
limitations of the trial. Examples: Early limitations of the trial. Examples: Early
and Caveats termination leading to small number of Caveats termination leading to small number of
subjects analyzed; Technical problems with subjects analyzed; Technical problems with
measurement leading to unreliable or measurement leading to unreliable or
uninterpretable data. (Limit 250 characters) uninterpretable data. (Limit 250 characters)
Title Eventstable Two types of adverse event data are to be Adverse Events Two types of adverse event data are to be The opportunity to
reported reported add further adverse

1) Serious Adverse Events: A table of all
anticipated and unanticipated serious
adverse events, grouped by organ system,
with number and frequency of such eventsin
each arm of the clinical trial. (See Adverse

1) Serious Adverse Events: A table of all
anticipated and unanticipated serious
adverse events, grouped by organ system,
with number and frequency of such eventsin
each arm of the clinical trial. (See Adverse

eventstablesis
necessary to

provide options as

mentioned in ICH
E3, Chapter 12.
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Events definition below). Events definition below).
E)v Sr:tr;er /-\(’t\lsz; Ien(;:fl ﬁt?g Saetrégu;r)] é'-\dverse 2) Other (Not Including Serious) Adverse
> Pe . Events: A table of anticipated and
unanticipated events (not included in the o . .
. unanticipated events (not included in the
serious adverse event table) that exceed a .
S serious adverse event table) that exceed a
frequency threshold within any arm of the S
=4 . . frequency threshold within any arm of the
clinical trial, grouped by organ system, with jinical trial edb ith
number and freguency of such eventsin each clinical trial, grouped by organ system, wit
L : number and frequency of such eventsin each
arm of the clinical trial. EudraCT allows for arm of the clinical trial
additional, separate adverse events tables ’
which can be defined by the data provider
(e.g. AEs without frequency threshold, TEAE
(treatment emergent adver se events), other
significant adverse events. The events tables
can be presented by arm AND period.
Title Arm/Group Arms or compa_rison grqupsin atrial Arm/Group Arms or compa_rison grqupsin atrial
(Note that arm information from the protocol (Note that arm information from the protocol
section will be copied into the results section section will be copied into the results section
thefirst time results are created. After that, thefirst time results are created. After that,
such information may be changed in the such information may be changed in the
results section at any time. However, any results section at any time. However, any
changes in the results section will not be changes in the results section will not be
reflected in the protocol section - you will reflected in the protocol section - you will
also need to update the protocol section, as also need to update the protocol section, as
appropriate.) appropriate.)
R92 Arm/Group title Label used to identify the arm or comparison Arm/Group Title Label used to identify the arm or comparison
group. group.
Minimum length is 4 characters. Titles Minimum length is 4 characters. Titles
shorter than the minimum are unlikely to shorter than the minimum are unlikely to
sufficiently describe the arm or comparison sufficiently describe the arm or comparison
group. Examples: fluoxetine; sertraline; group. Examples: fluoxetine; sertraline;
drug-€eluting stent; placebo (Limit: >=4 and drug-€eluting stent; placebo (Limit: >=4 and
<=62 characters) <=62 characters)
R93 Arm/Group Brief description of the arm or comparison Arm/Group Description Brief description of the arm or comparison
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descri ption group to distinguish it from other group to distinguish it from other
arms/groupsin thetrial. Examples: arms/groupsin thetrial. Examples:
fluoxetine, 20mg ghs; Sirolimus-eluting fluoxetine, 20mg ghs; Sirolimus-eluting
stent (SES) implanted using standard stent (SES) implanted using standard
percutaneous coronary intervention (PCI) percutaneous coronary intervention (PCI)
technique via the femoral approach. (Limit: technique via the femoral approach. (Limit:
999 characters) 999 characters)
R94 Timeframefor Period in which the reported adverse event TimeFramefor Period in which the reported adverse event

datawere collected (e.g., 1 year, 6 months)

data were collected (e.g., 1 year, 6 months)

adver Se event (Limit: 255 characters) Adver Se Event (Limit: 255 characters)
reporting Reportlng
R95 Adver se event Additional relevant information about Adver se Event Additional relevant information about
. " adverse event collection, including details . " adverse event collection, including details
r epor_tl n_g additional about the method of systematic assessment Repor_tl n_g Additional about the method of systematic assessment
descri ption (e.q., daily questionnaire) Description (e.q., daily questionnaire)
(Limit: 350 characters) (Limit: 350 characters)

R96 Dictionary used Defauilt value for Source Vocabulary Name | Sour ce V ocabulary Default value for Source Vocabulary Name
to be applied to all adverse event terms to be applied to all adverse event terms
entered-h-the“Serious—and-—Other—adverse Name for Table Default entered in the "Serious' and "Other" adverse
eventtables, unless otherwise specified (e.g., event tables, unless otherwise specified (e.g.,
SNOMED CT, MedDRA 10.0). (Limit: 20 SNOMED CT, MedDRA 10.0). (Limit: 20
characters) characters)

R97 Method Default value for Adverse Event Assessment | A ssessment Type for Default value for Adverse Event Assessment
Type (Systematic or Non-Systematic Table Default Type (Systematic or Non-Systematic
Assessment Type) to be applied to all able au Assessment Type) to be applied to all
adverse event terms entered in the " Serious" adverse event terms entered in the " Serious"
or "Other" adverse event tables,untess or "Other" adverse event tables, unless

i ified. otherwise specified.

R98 Definition of thistable | Vauelistincluding e.q. SAE, AE, TEAE N/A N/A
(treatment emergent adverse event), TESS
(treatment emergent signs and symptoms),
other

Title Events Unfavorable changes in health, including Adverse Events Unfavorable changes in health, including

abnormal laboratory findings, that occur in

abnormal laboratory findings, that occur in
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trial participants during the clinical trial or trial participants during the clinical trial or
within a specified period following the trial. within a specified period following the trial.
Two types of adverse event data areto be Two types of adverse event data areto be
reported: "Serious' and "Other (Not reported: "Serious' and "Other (Not
Including Serious)" adverse events. Including Serious)" adverse events.
R99 Event term Word or phrase describing an adverseevent. | Adverse Event Term Word or phrase describing an adverse event.
(Limit: 100 characters) (Limit: 100 characters)
Isto be chosen from dictionary.
R100 Term level Isto be chosen from dictionary. N/A N/A
R101 N/A N/A Sour ce Vocabular y Standard terminology, controlled
Name vocabulary, or classification and version
EudraCT does not ask for the Source from which adverse event terms are drawn,
Vocabulary Name again for each event term if any (e.g., SNOMED CT, MedDRA 10.0).
but only once per event table. Leave blank to indicate that the value
specified as the Source Vocabulary for Table
Default should be used. (Limit: 20
characters)

R102 Or gan system High-level categories used to group adverse | Qr gan System High-level categories used to group adverse
event terms by body or organ system. Select event terms by body or organ system. Select
one. Adverse events that affect multiple one. Adverse events that affect multiple
systems should be classified as "General systems should be classified as "Genera
disorders.": disorders.":

e Blood and lymphatic system e Blood and lymphatic system
disorders disorders

e  Cardiac disorders e Cardiac disorders

e  Congenital, familial and genetic e  Congenital, familial and genetic
disorders disorders

e  Ear and labyrinth disorders e  Ear and labyrinth disorders

e  Endocrine disorders e  Endocrine disorders

e Eyedisorders e Eyedisorders

e  Gastrointestinal disorders e  Gastrointestinal disorders

e General disorders e  General disorders
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e  Hepatobiliary disorders e  Hepatobiliary disorders
e Immune system disorders e Immune system disorders
e Infections and infestations e Infections and infestations
e Injury, poisoning and procedural e Injury, poisoning and procedural
complications complications
e Investigations e Investigations
e  Metabolism and nutrition disorders e Metabolism and nutrition disorders
e  Musculoskeletal and connective e  Musculoskeletal and connective
tissue disorders tissue disorders
¢  Neoplasms benign, malignant and ¢  Neoplasms benign, malignant and
unspecified (including cysts and unspecified (including cysts and
polyps) polyps)
¢  Nervous system disorders ¢  Nervous system disorders
e  Pregnancy, puerperium and e  Pregnancy, puerperium and
perinatal conditions perinatal conditions
e  Psychiatric disorders e  Psychiatric disorders
e Rena and urinary disorders e Rena and urinary disorders
e  Reproductive system and breast e  Reproductive system and breast
disorders disorders
e  Regpiratory, thoracic and e  Regpiratory, thoracic and
mediastinal disorders mediastinal disorders
e  Skin and subcutaneous tissue e Skin and subcutaneous tissue
disorders disorders
e  Socia circumstances e  Socia circumstances
e Surgical and medical procedures e Surgical and medical procedures
e  Vascular disorders e  Vascular disorders
R103 N/A N/A Assessment Type Method used to assess the adverse event.
Select one or leave blank to indicate that the
EudraCT does not ask for the Assessment value specified as the Assessment Type for
Type again for each event term but only Table Default should be used.
once per event table. - Systematic A ent
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- Non-systematic A ssessment
R104 Additional relevant information about the Additional relevant information about the

Event term additional
description

adverse event, including any deviation from
the Time Frame for Adverse Event
Reporting. (Limit: 250 characters)

Adverse Event Term
Additional Description

adverse event, including any deviation from
the Time Frame for Adverse Event
Reporting. (Limit: 250 characters)

R105 Total number affected (Per arm/group): Overall number of Total Number Affected (Per arm/group): Overall number of
by any serious adverse 2adr\t/|gr|§earl1ztjgzscted by one or more Serious by Any Serious Adverse 2adr\t/|gr|;)ear£3§l:§cted by one or more Serious
event Event
R106 Number at risk for (or Number of Participants at Risk for each | Total Number of (or Number of Participants at Risk for each
. Serious Adverse Event Term required) (per . . . Serious Adverse Event Term required) (per
serious adver se events arm/group) : Overall number of participants Par_tl Cipants at Risk for arm/group) : Overall number of participants
included in the assessment of serious adverse | Serious Adver se Event included in the assessment of serious adverse
events during the tria (i.e., the denominator events during the tria (i.e., the denominator
for calculating frequency of serious adverse for calculating frequency of serious adverse
events) events)
R107 Frequency threshold The frequency of Other (Not Including Fr equency Threshold The frequency of Other (Not Including
. Serious) Adverse Events that, when . Serious) Adverse Events that, when
for rgportl ng Othe.r exceeded within any arm or comparison for Reporti '_‘]g Oth?r exceeded within any arm or comparison
(not including serious) | group, are reported in the results database for | (Not Including Serious) | group, are reported in the results database for
adver se event al arms or comparison groups. Thenumber | A dver se Event all arms or comparison groups. The number
must be less than or equal to the allowed must be less than or equal to the allowed
maximum (5%), and must not include any maximum (5%), and must not include any
symbols (e.g., >=, %). Expressed asa symbols (e.g., >=, %). Expressed asa
percentage. percentage.
For example, athreshold of 5 percent For example, athreshold of 5 percent
indicates that all Other (Not Including indicates that all Other (Not Including
Serious) Adverse Events with a frequency Serious) Adverse Events with a frequency
greater than 5 percent within at least one arm greater than 5 percent within at least one arm
Or comparison group are reported. Or comparison group are reported.
R108 (per arm/group): Overall number of (per arm/group): Overall number of

Total Number Affected
by any Other (Not

participants affected by one or more Other
(Not Including Serious) Adverse Events

Total Number Affected
by any Other (Not

participants affected by one or more Other
(Not Including Serious) Adverse Events
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Including Serious)
Adverse Event above

above the specified Frequency Threshold
(e.g., 5%) reported in the table.

Including Serious)
Adverse Event above

above the specified Frequency Threshold
(e.g., 5%) reported in the table.

the Frequency the Frequency
Threshold Threshold
R109 Total Number of (or Number of Participants at Risk for each | Total Number of (or Number of Participants at Risk for each
.. . Other, Not Including Serious, Adverse Event .. . Other, Not Including Serious, Adverse Event
Participants at RIS_k for Term required) (per arm/group) : Overall Participants at RIS.k for Term required) (per arm/group) : Overall
Other (Not Including number of participants included in the Other (Not Including number of participants included in the
Seri OUS) Adverse Event | assessment of other, not including serious, Ser iOUS) Adver se Event assessment of other, not including serious,
adverse events during the trial (i.e., the adverse events during the trial (i.e., the
denominator for calculating frequency of denominator for calculating frequency of
other, not including serious, adverse events). other, not including serious, adverse events).
Title Event data (per adverse event, per arm/group) Adverse Event Data (per adverse event, per arm/group)
R110 Number of Affected Number of participants experiencing at least | Number of Affected Number of participants experiencing at |east
. t bei ted .. t bel ted
Participants Oone event being repor Participants Oone event being repor
R111 Number Number of occurrences of the adverseevent | Number of Events Number of occurrences of the adverse event
being reported being reported
R112 Event severity Valuelist including mild, moderate, severe, | N/A N/A
other classification (specify)
R113 Number of participants assessed for adverse Number of participants assessed for adverse

Number of
participantsat risk

events during the tria (i.e., 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. Note, when the
number at risk in the arm/group is blank, the
total at risk in the arm/group for the table
must be entered.

Number of Participants
at Risk

events during the trid (i.e., 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. Note, when the
number at risk in the arm/group is blank, the
total at risk in the arm/group for the table
must be entered.

37




Annex 1 Section B

EudraCT ClinicalTrials.gov
Field name Description Field name Description Comments
R114 Number of deaths (all Per arm/group N/A N/A Thisisaseparate
causes) table.
R115 Competent authority: Toallow for comment to beincluded if N/A N/A
discussion and considered necessary.
inter pretation if alink
to a public part of the
assessment report is
not available
R116 Date of thisresults The date should be automatically displayed L ast Updated Assigned by the Protocol Registration

submission (date)

System (PRS) when the record is “released”
by the data provider)

R117 Date of first results
submission (date)

The date should be automatically displayed

Results First Received

Assigned by the Protocol Registration
System (PRS) when the results are first
“released” by the data provider)

R118 N/A N/A Del ayed Results Posti ng Information to be provided when (1)
OPTIONAL: If delayed results delaltyll ng .submlsson of results with .
posting information is provided, certlflcatllon or(2) requgstl ng an ex}ensu on of
then all marked data elementsare | the deadline fpr submitti ng resultsin
required, except as noted below. a&_:cordance wnh us. Publlc_Law 11(_)—85,

Title VIII, Section 801. The information
provided may be displayed publicly as part
of the protocol record.

R119 N/A N/A Select one : 1) Results Not Required - not

Delay Results Type

subject to US Public Law 110-85, Title VIII,
Section 801 (FDAAA), 2) Certify Initial
Approval - seeking initial FDA approva of a
drug, biological product, or device, 3)
Certify New Use - seeking FDA approval of
anew use for the drug or device, 4)
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Extension - requesting an extension of the
deadline for the submission of results

R120

N/A

N/A

I ntervention Name(s)

Required when Delay Results Typeis
"Certify Initial Approval" or "Certify New
Use"

Provide the name of one or more drugs,
biological products, or devicesfor which
approval ("initia" or "new use") isbeing
sought. For drugs use generic name; for
other types of interventions provide a brief
descriptive name. The name(s) entered
should match I ntervention Name(s) provided
in the protocol record.

R121

N/A

N/A

FDA Application
Number (s):

Provide at least one FDA application number
(e.g., NDA, BLA, or PMA number), if
available, when Delay Results Typeis
"Certify Initial Approva" or "Certify New
Use."

R122

N/A

N/A

Requested Submission
Date

Required when Delay Results Typeis
"Extension."

Provide the month and year when results are
to be submitted.

R123

N/A

N/A

Explanation

Required when Delay Results Typeis
"Extension.”

Provide a detailed justification for the
extension. The justification must contain
sufficient information to allow for evaluation
of the request. Note that "pending
publication" is not considered "good cause"
for an extension.

Reminder: The explanation may be made
public on Clinical Trials.gov as part of the
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protocol record. (Limit: 600 characters)

Title Trial interruption N/A N/A Information on trial
interruption may be
represented as
successive
historical version of
(protocol) data sets
in
ClinicalTrials.gov
(suspended or
terminated
recruiting status
and Why Study
Stopped?).
However, this
represents
important
information, e.g.,
safety or accrua
issues so that the
results data can be
put in perspective.

R124 Wasthetrial ever Y/N N/A N/A

interrupted, in any
country?

R125 |nterruption start Can be repeated N/A N/A

date

R126 Restart of trial (date) Can be repeated N/A N/A

interruption and
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restart
Title Amendments N/A N/A Information on
amendments may
be represented as
successive
historical versions
of (protocol) data
setsin
Clinical Trials.gov.
However, thereis
no specific
provision for
explaining the
relevant protocol
changes, which
should therefore be
added so that the
result data can be
put in perspective,
particularly when
changes concerned
the design and
analysis plan.
R128 Wasthere any protocol | N N/A NIA
amendment after
recruitment started
with any relevanceto
the results, e.q., change
of inclusion criteria,
dose, size, analysis
plan?
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R129 Date (d at e] Can be repeated N/A N/A
R130 Details Can be repeated N/A N/A
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