
If yes, UNC FWA#: 4801

You should answer 
"yes" if you are 
conducting the study at 
both UNC Hospitals 
and off-campus clinic.

Even though you already addressed COI disclosure 
through UNC, you must also complete this section. 
Contact your investigator(s) for information to 
complete this section.



Mark "no". 
Although UNC IRB 
has seen this 
study, it is not 
being reviewed for 
these purposes.

X

Check "yes" for CITI program as all UNC researchers are required 
to take Ethics (IRB) modules





To access data for this section, copy 
and paste web address for US 
Census Bureau into your browser:  
http://quickfacts.census.gov/qfd/

states/37000.html 

                 . 
Totals should equal 100%.

X

X

Upload copy of "North Carolina State 
Laws Governing Clinical Research" 
provided in General Documents folder

X



18

18 is the legal age 
in NC





If yes, refer to SOP 
Section 28.11.2, 
"North Carolina State 
Laws Governing 
Clinical Research", 
previously uploaded



You may need to mark "no". The UNC IRB permission 
letter details the required subject injury language. 
Make appropriate changes to the ICF. Describe here. 



If "yes", upload UNC IRB 
approval letter which 
indicates that it will serve 
as HIPAA privacy board. 
Your request for a partial 
waiver of HIPAA for 
recruitment will be 
reviewed by the UNC IRB

If compensation payments >
$200/calendar year, check 
"yes" AND check "Mail to 
subjects address provided 
to our site".  
Note: You will need to use 
UNC SSN form with 
subjects as described in 
UNC IRB approval letter.







Changes should include UNC subject 
injury and COI language. See IRB 
permission letter and COI Finalization 
Letter (email) for details on changes to 
make. Also, remove HIPAA language as 
UNC will approve a separate HIPAA 
authorization form (as detailed in UNC 
permission letter).


