5 EACVI
\“ European Association of

Cardiovascular Imaging

EACVI Clinical Study/Registry proposal form

Of note: the blue sentences in the right column are there to guide you in completing this form.
Please delete them when submitting your proposal.

TiTLE Provide the title of the study (maximum 15 words)

ACRONYM Provide the acronym of the study (example: “ACRONYM” registry)
PROPONENT Provide name and Institution of the proponent

PROMOTOR EACVI

STuDY

Report the executive and scientific committees of the study
PARTICIPANTS List the members in alphabetical order (specify the chairpersons in
brackets). Provide Institution, Address, Phone, E-mail for each member

ESTIMATED BUDGET Please provide an estimated total budget (enclose a detailed budget if

available in appendix)

FUNDING Already agreed YEs ] No []

If YES, specify if the study/registry will be funded by institutional (EU, ESC,
National, etc) or by industry funds and provide the specifics of the funding
agreement

If NO, suggest possible funding sources.
If NO, please specify whether you require

EACVI advice in fundraising (industry) YES D NO|:|

Or in application to EU Research Calls YES D NO D
PROPOSAL VERSION |V 1.0
FULL PROTOCOL Already available YES [ ] NO [ ]

If YES, please enclose in appendix

If NO, please specify whether you require

EACVI advice in protocol revision YES [] NO[]
BACKGROUND, Provide a brief statement of the clinical and scientific rationale to con-duct
RATIONALE AND the study (Max 200 Words)
HYPOTHESIS
PRIMARY OBJECTIVE | Provide only one and unique primary objective
SECONDARY List with a number all secondary objectives. It is recommended to not
OBJECTIVES (< 3) exceed 3 secondary objectives.
ENDPOINT (s) Provide the primary and secondary endpoint(s) related to the primary
objective
RELEVANCE AND State what would the study add to the existing knowledge in the field and the

EXPECTED IMPACT possible impact of its results in the clinical practice (Max 200 words)
OF RESULTS




STUDY/REGISTRY
DESIGN AND
METHODS

Design [ ] Registry
[ ] Observational Study
D Interventional Non Randomized Trial

D Interventional Randomized Trial

Provide a brief description of the study design and methodology for each of
the objectives. State interventions / procedures that will be per-formed in
each patient (when applicable) (Max 200 Words)

DESCRIPTION OF THE
STUDY POPULATION

Provide a brief description of the characteristics of the population to be
included in the study.

INCLUSION CRITERIA

Patients eligible for inclusion in this study have to fulfill all of the fol-
lowing criteria:
Provide complete set of criteria to include a patient in the study.

- Signed Informed Consent

EXCLUSION
CRITERIA

Patients fulfilling any of the following criteria are not eligible for inclu-
sion in this study:

Provide complete list of criteria to exclude a patient from the study (with the
rationale for unusual exclusion criteria when necessary)

LIST OF POTENTIAL
PARTCIPATING

Already agreed YES NO

If YES, provide the number of countries, centers and principal investigators

CENTRES AND that already accepted to participate.
COUNTRIES
If NO, provide a list of potential centers which could be invited to
participate.Specify how the centers could be identified (specific expertise
and equipment required; invitation through National Societies, direct
invitation by study coordinator, ...)
If NO, please specify whether you require
EACVI advice in networking YES NO
FoLLow-up

If you proposed a follow-up, provide a brief description of the time frame and
scheduled activities for the follow-up period.

CARDIOVASCULAR
IMAGING INVOLVED

Transthoracic echocardiography (TTE)

Transoesophageal echocardiography (TEE)




Cardiovascular magnetic resonance (CMR)

Cardiac computed tomography (CT)

Nuclear imaging

Invasive imaging

Others (if so, provide details please):

STATISTICAL
METHODOLOGY AND
SAMPLE SIZE
CALCULATION

Briefly describe the statistical methodology to be used regarding primary and
secondary end-points, including handling of missing information (if required).
If any of the methods are not standard, provide references.

Provide sample size and power considerations (risk alpha, risk beta...)
Please mention if you will apply any correction of alpha risk to account for
multiple testing (Max 200 Words)

NUMBER OF
PATIENTS / CENTERS
| YEARS, MONTH,
WEEK

Please detail the feasibility of the project by specifying the number of
enrolled patients expected per center (per year, month or week).

Please Provide the total expected number of patients to be enrolled.

VARIABLES TO BE

List the main variables that will be recorded (Max 100 Words)

COLLECTED
MISSING DATA If required, provide the maximum percentage of missing data acceptable
MANAGEMENT based on statistical considerations.

If required, provide the statistical method planned for managing missing data
of the study.

ETHICS APPROVAL
STARTING DATE

STUDY DURATION

Estimate of timing for Ethics approval
Estimate of study starting date

Estimate of study closing date

STUDY Provide the modalities that will be used for Data Collection ( eCRF,
OPERATIONAL REDCap, CleanFile...), Anonymization and who will be in charge of the
DETAILS DataBase. _ _

Please specify whether you require:

EACVI advice in data management YES[ ] NO[ ]

Provide information on who will perform the statistical analyses.

Please specify whether you require:

EACVI advice in statistical analysis YES D NO D
CHALLENGES Provide a brief list of potential challenges and proposed contingency actions
(RISKS) AND (Max 200 words)

PLANS




AUTHORSHIP

Provide clearly the conditions necessary to be included as co-author and as
a collaborator (including roles and numbers of authors)

KEYWORDS Maximum 3 keywords

NCT NUMBER If applicable

(CLINICAL.GOV)

PUBLICATION Indicate potential target journals for Publication.
POLICY

Please specify whether you require
EACVI advice in manuscript revision YES[ ] NO []




EACVI

European Association of
Cardiovascular Imaging

N

APPENDIX (Estimated Budget)

TITLE Provide the title of the study (maximum 15
words. Provide the acronym of the study

ACRONYM (example: “ACRONYM" registry)

PROPONENT Provide name and Institution of the
proponent

PROMOTOR EACVI

STUDY PARTICIPANTS

List Partner Institutions (acronyms) in
alphabetical order

ESTIMATED BUDGET

TOTAL ESTIMATED BUDGET (€)

Please provide an estimated total budget.
Please provide below costs details as
appropriate. You can use for calculations
the exemplar "Budget Break-down and
Efforts" Excel file enclosed.

TOTAL ESTIMATED COSTS

BREAKDOWN

PERSONNEL COSTS (€)

SUBCONTRACTING COSTS (€)

TRAVEL & SUBSISTENCE PURCHASE COSTS (€)

EQUIPMENT PURCHASE COSTS (€)

OTHER GOODS/WORKS/SERVICES PURCHASE COSTS (€)

INTERNALLY INVOICED GOODS/SERVICES COSTS (€)

INDIRECT COSTS (€)

TOTAL ELIGIBLE COSTS (€)

ALREADY AGREED FINANCIAL

CONTRIBUTIONS

TOTAL ESTIMATED FINANCIAL CONTRIBUTIONS

Please provide (if appropriate) total already
agreed financial contribution. Please
provide below name of Institution/Company
and amount of financal contribution.

INSTITUTION/COMPANY
FINANCIAL CONTRIBUTION (€)

INSTITUTION/COMPANY
FINANCIAL CONTRIBUTION (€)
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