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Investigator Initiated Study Proposal Form

Study Title

Investigator(s)

Institution(s)

Contact information

Plain language

abstract
Study Timeline
Milestones Date

Ethical approval MMM/YYYY
Recruitment start MMM/YYYY
Data collection complete MMM/YYYY
Publication submission MMM/YYYY

Objectives

Trial design

Eligibility criteria

Interventions

Outcomes

Participant timeline
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Visit 1 Visit 2 Visit 5 Visit 6
(-21 (-7 Visit 3 Visit 4 (180 (194
days) days) (o days) (90 days) days) days)

R Control (SMBG) Masked
sensor sensor

wear . wear
2o Intervention (CGM) 2 week

Sample size

Support requested

Describe support requested from Abbott in detail, including any materials (devices, sensors,
strips), funding and/or technical support.

For example:
Type of support requested Amount
Product | Sensors — Please itemize for blinded and | # of sensors
Support | unblinded use.
Readers # of readers
Mailer kits (for returning used sensors | # of mailer kit

to study site(s)

BGM Materials: Glucose meters
(including model), strips, lancets and
lancing devices

# of each item

Financial Support — Please itemize into specific line | S amount
items
Technical Support Describe in detail
what support is
needed.
Publication Plan
Attachments O Investigator CV
(Required) O Declaration of Eligibility for Research Support
Attachments O Study Protocol
(Optional for this O Proof of IRB/IEC/IACUC approval of the study
proposal) NOTE: If approved for support, these will be required before support is provided
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