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Check Date!

Boxes 1-4 should be 

identical to boxes 1-4 

from FDA-1571

Box 5 should be the 

same as the list in 

box 5 FDA-1571

Box 7 is the IND 

number (if you have 

one). Box 8 is the 

same as Box 10 of 

FDA-1571
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A. Studies submitted to IND are not 

required to be posted.

B. My study is required to be posted 

but I have not listed yet. I will 

list it in the future at appropriate 

time.

C. My study is posted.

List the assigned NCT 

number(s) if you check 

Box C.

• Signed and dated by the Sponsor.  Date in box 15 is the day the sponsor signs the 

form! Does not have to match the submission date listed in Box 2.

• Original goes to FDA but make a good copy for yourself!

• Required by regulation to submit with almost every submission to the IND (e.g. not IND  

Safety Reports).
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Which Trials Must be Registered?

The trials that must be registered are called “applicable clinical trials.”  Under the statute, these trials generally 

include: 

1. Trials of Drugs and Biologics:  Controlled, clinical investigations, other than Phase 1 investigations, of a 

product subject to FDA regulation 

Note:  ICMJE requires registration of Phase I trials with efficacy endpoints.

2. Trials of Devices:  Controlled trials with health outcomes, other than small feasibility studies, and pediatric 

postmarket surveillance. 

When is the Deadline for Registration?

 In order to publish in ICJME journals, you must register prior to enrollment of the first subject.

 In order to comply with 42 USC § 282(j), you must register no later than 21 days after enrollment of the first 

subject.

How do I Register my Study?

UNC Clinical Trials must be registered through the Office of Clinical Trials.

Please contact them by sending an email to: Barbara_Longmire@med.unc.edu From there, you will get 

your username and password.

mailto:Barbara_Longmire@med.unc.edu

