Investigator-Initiated Study Proposal Template

Terumo product intended for the study: ____________

Proposer Details
Principal Investigator Name:
Affiliation:
Contact Information:

If multicentre, total number of centres proposed: ______
Co-Investigators name(s) and affiliations:
1.
2.
3.
4.
5.















Proposed Study Details
Title of the proposed study (the “Study”):

Background and Current Management Gap:

Objectives of the Study:

Study Design:

Primary Objective:
1. 

Co-Primary Objective (if any):

Secondary Objective(s):
1.
2.
3.


Duration of the Study - Enrolment duration:

Duration of the Study - Follow-up duration: 

Number of Patients:

Statistical Considerations (for sample size and analysis):



Study Methodology
Inclusion Criteria:

Exclusion Criteria:

Procedures/Interventions:

Key outcomes of interest:

Expected date of results submission to Terumo:

Expected date of first publication and type (abstract/ manuscript/ poster/ etc): 

If NO publication planned, please provide a reason:

Scientific Significance of the Study:

Benefit or Risk for the Patients/ future patients: 

Does your centre have clinical research coordinator:





Please send this filled form to apac_iisprogram@terumo.co.jp along with:
1. Your updated CV
2. Study Protocol (synopsis)
3. Any other attachments that will enhance our understanding of proposal
4. List of studies where you are the PI and might have conflicting I/E criteria for patient recruitment in your centre 

CERTIFICATIONS:
Please read the following certifications carefully. You must certify the following before you can submit your request to Terumo for consideration. 
- By submitting this application form, you acknowledge that the following statements are true and correct. 
- You certify that you are authorized to submit an application for financial support from Terumo and provide information in an application on behalf of the requesting organization and any partner organization(s), and you affirm that all responses and information provided in this application are truthful, accurate, and complete. 
- You certify that all materials submitted are non-confidential (regardless of any markings on the documents, including, but not limited to, confidentiality, privilege, trademark, or copyright) and you waive any and all claims for copyright in the materials. 
- By submitting your materials to Terumo for review, you expressly consent to the circulation, distribution, and use of the documents and information by Terumo as Terumo in its sole discretion deems reasonable and appropriate, including, but not limited to, in considering the request for financial support. 
- The application will be considered based on its scientific and clinical merits and based on Terumo’s own internal criterion.  You certify that the application is subject to approval by Terumo and does not imply that support (financial or product) will be automatically given or approved.
- You certify that, if the application is approved, any financial support or funding provided shall be applied in accordance with the proposal in this application and Terumo is not obligated increase any financial support or funding to you.
- You certify that any requested support in the form of products or supplies from Terumo shall not be charged to participants who are enrolled for the study.
- You certify that Terumo has had no involvement in the creation or development of this project or the completion of this application form. 
- You certify that, if approved, the source of all support from Terumo must be disclosed in all publications and presentations. 
- You certify that neither this request nor the requested funding is conditioned on, related to, or intended as an inducement or reward for: (a) any pre-existing or future business relationship with Terumo; or (b) any business or other decision relating to Terumo or its products (including regulatory approval, coverage and pricing determinations, tenders, or formulary status decisions). 
- Please note, if the grant request is approved, you will be required to sign a contract that includes additional terms and conditions as they relate to the execution of the request consistent with all applicable law and Terumo policy.
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