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When the principal investigator is completing the application:

1. If you don’t have any errors (or have corrected all errors) on the “Find Errors” page, click “Save and
Exit” to exit to the study workspace.

I Buck-IRB > New Study Save & Exit )
l >
Finding Errors...

You have the IRB intial ( pt) form. To ensure a faster approval process, your study submission has been checked for errors or incomplete information. These must be remedied pror to study
submission.

v No errors have been found on this study. Please ensure all study team members have compieted the necessary training requirements. All members require CITI and COI to be completed prior to submission.

|

2. Inthe study workspace, you will see the | Submit for Approval * | button in the top left. Click this button
to go to the Pl Assurance page. Check the box to verify that the submission is complete, and sign the
assurance by clicking the bottom button.

Buck-IRB > PI Assurance Sign Assurance
Principal Investigator (or Advisor) Assurance

1 agree to follow all applicable policies and procedures of The Ohio State University and federal, state, and local laws and guidance regarding the protection of human subjects in research, as well as professional practice
standards and generalty accepted good research practice quideiines for investigators, mcluding, but nat limited to, the following:

« Perform the research as approved by the IRB under the direction of the Principal Investigator (or Advisor) by appropristely traned and qualified personnel with adequate rescurces;

« Initiate the research after written notification of IRB approval has been receved;

+ Obtain and document (unkess waived) informed consent and HIPAA research authorizabion from human subjects (or their legally authorized representatives) prior to ther involvement in the research using the currently
1R8-approved consent form(s) and process;

« Promptly report to the IRB events that may represent unanticipated problems involving risks to subjects or others;

« Provide significant new findings that may relate to the subjects wilingness to continue to participate;

« Inform the IRB of any proposed changes in the research or informed consent process before changes are implemented, and agree that no changes will be made until spproved by the Ohio State IRB (except where
necessary to eliminate apparent immediate hazards to participants);

+ Complete and submit a Continung Review of Human Subjects Research application before the deadiine for review at intervals determined by the IRB to be appropriate to the degree of risk (but not less than ance per
year) to avoid expiration of IRB approval and cessation of all research activties;

 Maintain research-related records (and source documents) in @ manner that documents the validity of the research and integrity of the data collected, while protecting the confidentiality of the data and privacy of
participants;

+ Retan reseorch-related records for sudit for 8 period of at least three yeors after the research has ended (or longer, according to sponsor or publication requirements) even if I leave the University;

« Contact the Office of Responsible Research Practices for assistance in amending (to request a change in Principal Investigator) or terminating the research if I leave the University or am unavailable to conduct or
supervise the research personally (¢.9., sabbatical o extended leave);

« Provide a Final Study Report to the IRB when all research activities have ended (including data analysis with indvidually identifiable or coded private information); and

« Inform al Co-Investigators, research staff, employees, and students assisting in the conduct of the research of their obligations in meeting the above commitments.

L———— )1 verify that the Iinformation provided in this Initial Review of Human Subjects Research application Is accurate and complete.

Sign Assurance & Submit for Approval { >

» A confirmation message will appear at the top of the page when the electronic submission
has processed.

The principal investigator assurance statement has been saved.

You have submitted this study for approval.

- The Pl and additional contacts will receive an email notice that the submission has been
routed for signature.



When the person completing the application is not the
principal investigator:

1. If you don’t have any errors (or have corrected all errors) on the “Find Errors” page, click the “Email the
PI” button at the bottom of the page to notify the Pl that the study is ready for submission.

Buck-IRB > New Study Exit )

Finding Errors...
You have completed the IRB initial submission (non-exempt) form. To ensure a faster approval process, your study submission has been checked for errors or incomplete information. These must be remedied prior to study
submissson.

V' No errors have been found on this study. Please ensure all study team members have compieted the necessary training requirements. All members require CITI and COI to be completed prior to submission.

£ This study may be ready for submission. Only the principal investigator may submit the study. If all information on the study appears correct, you may email the P1 for them to submit the study,

= Email the PI (

2. A confirmation message will confirm that the Pl has been notified about the submission.

L " The PI has been notified that the submission is ready.

« The Pl will receive an email notification from the Buck-IRB system (“OR IRB Info” will be the sender).

3. When the PI clicks on the email link and logs into Buck-IRB using his/her Ohio State username and
password, the Pl will see a “Requires Attention” area listing all studies requiring submission or some
other action. The Pl should click on the study requiring submission.

Buck-IRB
¥ A REQUIRES ATTENTION
irhe Following studies are awaitng your action.

(NEW-48) Template study >
This study is ready for submission.

4. In the study workspace, the Pl will see the [ Submitior Avproval "l button in the top left. The Pl will click
this button to go to the Pl Assurance page, then check the box to verify that the submission is complete,
and sign the assurance by clicking the bottom button.

Buck-IRB > PI Assurance Sign Assurance
Principal Investigator (or Advisor) Assurance

1 agree to follow all applicable policies and procedures of The Ohio State University and federal, state, and local laws and guidance regarding the protection of human subjects in research, as well as professional practice
standards and generally accepted good research practice guidelines for investigators, including, but not limited to, the following:

 Perform the research as spproved by the IRB under the direction of the Principal Investigator (or Advisor) by appropristely trained and qualified personnel with adequate resources;

o Indtiste the research after written notification of IRB approval has been received;

« Obtan and document (unless warved) informed consent and HIPAA research authorization from human subjects (or their legally authorized representatives) prior to their involvement in the research using the currently
IRB-approved consent form(s) and process;

« Prometly report to the IRB events that may represent unanticipated problems involving risks to subjects or others;

« Provide significant new findings that may reiate to the subjects wilingness to continue to participate;

« Inform the IRB of any proposed changes in the research or informed consent process before changes are implemented, and agree that no changes will be made until approved by the Ohio State IRB (except where
necessary to eliminate apparent immediate hazards to particpants);

+ Complete and submit 3 Continuing Review of Human Subjects Research application before the deadiine for review at intervals determined by the IR to be appropriate to the degree of risk (but not less than once per
year) to avoid expiration of IRS approval and cessation of all research activities;

« Maintain research-related records (and source documents) in a manner that documents the validity of the research and integrity of the data collected, while protecting the confidentiaity of the data and privacy of
particpants;

* Retain research-related records for sudit for a period of at least three years after the research has ended (or longer, according to sponsor or publication requirements) even if I leave the Uneversity;

« Contact the Office of Responsible Research Practices for assistance in amending (to request a change in Princpal Investigator) or terminating the research if 1 leave the University or am unavailable to conduct or
supervise the research personaly (e.9., sabbatical or extended leave);

« Provide a Final Study Report to the IRB when all research activities have ended (including data analysis with individually identifiable or coded private information); and

« Inform all Co-Tnvestigators, research staff, employees, and students assisting in the conduct of the research of ther obligations in meeting the above commitments.

N verify that the information provided in this Initial Review of Human Subjects Research application is accurate and complete.

Sign Assurance & Submit for Approval ( >

A confirmation message will appear at the top of the page when the electronic signature has processed.

o

The principal investigator assurance statement has been saved.
You have submitted this study for approval.

- The Pl and additional contacts will receive an email notice that the submission has been routed
for signature.



