
Quick Facts

Eligibility Requirements*

• Age 18-45.

•  T1D diagnosis in past 48 months. 

Plasmid Therapy

•

What’s a plasmid?

A plasmid is a circular piece of DNA. 
A plasmid vector is a delivery agent for the 
plasmid. Like a truck shipping packages to 
various locations, plasmid vectors are used 
to transfer DNA into cells, where it can 
communicate with the immune system.
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•

•

Have a question? We’re here to help!  1.800.425.8361
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About the Study

About the Study Treatment

Phase 2
Evaluate safety 

in more people

Phase 3
Evaluate safety

with the goal of
regulatory approval

Phase 4
Monitor safety 

after regulatory 
approval

Stages of Clinical Research Development
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Phase 1
Initial testing 
of safety and 

dosing in 
people

* Select criteria; please see participant 
handbook for full list.

For more information, contact your local TrialNet site:
Lucia Alfano, RN at Naomi Berrie Diabetes Center, phone 212.851.5449
or email lja2141@cumc.columbia.edu.



Treatment & Follow up

This study has a 12-week treatment 
phase, followed by 9 months of 
follow up.

Treatment Phase

•

•

•

•

Follow Up Phase

•

Step 1: Interest and Availability

Step 2: Screening Visit to Confirm Eligibility

Step 3: Enrollment

 •

 •

Enrollment Process

Have a question? We’re here to help!  1.800.425.8361TrialNet TOPPLE Study

Group A Group B Group C Group D

Tolerance using plasmid in people with T1D
TrialNet TOPPLE Study

3
months

4
months

6
months

12
months

VISITVISIT VISIT VISIT

48
hours

FIRST VISIT

3-7
hours

VISITS 2-12

Participant receives 
the study drug

Participant receives 
placebo

Please refer to the Informed Consent document 
for complete details.


