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This should be as 

broad as possible. 

This is not the title 

of a protocol.

Date you are sending 

the package. Can 

leave blank and write 

in on the day of 

submission.1

1 Sending overnight is not required. You may send with any carrier – even by regular snail mail. However, 

knowing the date of FDA receipt is important (it starts the 30 day review clock)! Most people send 

overnight and avoid sending on a Friday. In any case – you will need confirmation of delivery!!

If initial submission, 

leave blank. You can 

use a pre-IND number.

The person at UNC 

who is responsible for 

the IND. This is not 

UNC and not the 

company supplying 

drug. Only one person 

may be listed.

This is where to list 

other IND or NDA 

numbers if you have 

‘authorization letters’ 

OR to list a marketed 

drug’s information.

Intended for work done 

in support of a 

marketing application. 

Not required for 

Sponsor/Investigators.

Consecutively order 

your submissions to 

the IND. Start with 

number 0000.

Check date!
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For initial submission, 

check only the IND 

box. For subsequent 

submissions, check all 

that apply.

It’s unlikely that you 

will ever need to use 

this area. Leave blank.1

1 ‘Treatment INDs’ and ‘Treatment Protocols’ are special cases and are not intended for single patient use. Before checking 

either of these boxes, the sponsor should be thoroughly familiar with the cited regulations and contact the appropriate FDA 

reviewing division to discuss the proposed treatment use. ‘Charge Request/Notification’ is when you are planning to charge 

subjects for the study drug. This is rare and must be for a good reason.
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For initial submission, all 

boxes will be checked. 

However, in the actual IND 

document, many sections 

may be listed as not 

applicable or referenced to 

letters of authorization or 

even a drug label.

Not applicable to a 

Sponsor-Investigator. 

However, you can check 

‘No’ to the first part if 

you like. 

For a Sponsor-Investigator 

IND, this will be the 

Sponsor (Person in Box 1).
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For a Sponsor-Investigator 

IND, this will be the 

Sponsor (Person in Box 1).

For a Sponsor-Investigator 

IND, this will be the 

Sponsor (Person in Box 1).

Box’s 18 &19 can be left 

blank if they duplicate 

Box’s 3 &4

• Signed and dated by the Sponsor.  Date in box 20 is the day the sponsor signs the 

form! Does not have to match the submission date.

• Original usually ‘front to back’. Original goes to FDA but make a good copy for    

yourself!

• Required by regulation to submit with each submission to the IND.


