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SMART IRB encourages use and disributon of his conen. If you exrac any language, please cie SMART IRB as follows,
“This informaton was obained from [doc name] as par of SMART IRB, which is funded by he NIH Natonal Cener for Advancing
Translatonal Sciences hrough is Clinical and Translatonal Science Awards Program, gran number 3UL1TR002541-01S1.”

This survey emplae can be sen by a Reviewing IRB o a relying instuton SMART IRB
Poin of Conac (POC) o obain key local conex informaton.

Poental Relying Sie SMART IRB Poin of Conac Survey

General Informaton

1. Name o Sudy:

2. Overall Principal Investgaor:

3. Proposed Reviewing IRB:

4. Name o Relying Instuton:

5. Name and tle o person completng his survey:

6. Has he instuton’s FWA (ederal wide assurance) been exended o non-ederally unded research?

Yes No

7. Provide any oher names he sie is known by:

8. Please identy any afliatons his sie has relevan o his sudy, such as a universiy, clinic, or hospial. Noe:
This inormaton is colleced o allow us o conrm ha all sies engaged in he research are covered by a reliance
arrangemen and o identy relatonships beween instutons.

9. I any o he sies idented in queston 8 are wihin a nework or sysem, do hey have a separae FWA?

Yes No
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10. I you answered “yes” o queston 9, please identy he sies wih he separae FWAs.

11. Are here any investgatons, audis, or ndings (e.g., OHRP, FDA, or local audis) over he pas hree years ha would
be relevan o he conduc o new human subjecs research proposed a he sie?

Yes No

12. I he answer o queston 11 was “yes”, please explain any investgatons, audis or ndings hamay be relevan.

13. Does he instuton have a pos approval monioring program or oher regulaory oversigh or ongoing research?

Yes No

14. I he answer o queston 13 was “yes”, does he pos approval monioring program or oher regulaory oversigh
monior sudies ha have been deerred o an exernal IRB?

Yes No

15. I he answer o queston 13 was “yes”, please provide a link (URL) o he pos approval monioring program/
regulaory oversigh inormaton, or pase inormaton here.

Local Conex Informaton

1. Are here any sae laws ha he Reviewing IRB will need o consider when reviewing his sudy?

Yes No

2. I he answer o queston 1 is “yes”, please describe he relevan sae laws and provide a link o any key documens
(e.g., instutonal policy or applying sae law or link o he saue).

3. Are here any communiy or culural dierences or he local populaton o subjecs ha require consideraton?

Yes No

4. I he answer o queston 3 is “yes”, please describe he relevan inormaton.
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5. Is 18 he age omajoriy or he sae in which your sie is locaed?

Yes No

6. I he answer o queston 5 is “no”, please identy he age omajoriy.

7. Does he instuton require approval o a waiver o auhorizaton under HIPAA or review omedical records o
identy eligible subjecs (e.g., he instuton does NOT consider his “Preparaory o Research” actvites)?

Yes No No applicable – he HIPAA Privacy Rule does no apply o his sudy or instuton.

Sie Policies

1. Does he sie have a posed policy or he ollowing? NOTE: Please only selec hose or which here is a posed
instuton policy; generally acceped practce and guidance are no policy.

Age o Assen Policy

If selected, please provide a link (URL) to the policy, or paste the policy below

Consen Process or hose wih Impaired Decision-Making Capaciy

If selected, please provide a link (URL) to the policy, or paste the policy below

Use o shor orms or non-English speaking individuals

If selected, please provide a link (URL) to the policy, or paste the policy below

Translaton o consen orms or non-English speaking individuals

If selected, please provide a link (URL) to the policy, or paste the policy below
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2. Please provide any instutonally-required consen orm language or compensaton in he even o research-
relaed injury:

3. Please provide any instutonally-required consen orm language or pregnancy estng in minors:

4. Please provide any instutonally-required consen orm language or genetc estng:

5. Please provide any oher consen orm language required by sie policy or sae law:


