Office of Research THE OHIO STATE UNIVERSITY
Buck-IRB Amendment
User Guide

Office of Responsible Research Practices
1960 Kenny Road, Columbus, OH 43210-1016

Institutional Review Board

General Guidance for Amendments:

The “Start Amendment” option will not be present on the left navigation bar if a continuing review submission or another
amendment is pending in Buck-IRB. Although there are exceptions (see below), a new amendment cannot be submitted
while a continuing review or amendment is pending. The researcher must either wait until the pending submission has
been approved, or the previous submission can be withdrawn so that the new amendment request can be initiated.

Exceptions:

1. Researchers can submit a Personnel Change Request involving Ohio State co-investigators and key
personnel that do not necessitate study document revisions, rather than submiting an amendment. Personnel
Change Requests can be submitted at any time, including while other submissions are pending. External
collaborators can only be removed in Personnel Change Requests. Submit an amendment if the researchers
wish to add or modify the activities of an external collaborator or make a Pl change.

2. As part of a continuing review submission, the following two types of changes can be requested (and
do not require a separate amendment request): Increases in the number of study participants and Ohio
State personnel changes.
Amendment submissions that include personnel changes cannot be submitted until Human Subjects Protection
training, Responsible Conduct of Research training and Conflict of Interest (COI) disclosures are current for all study

team members (with the exception of team members being removed from the study). Amendment submissions without
personnel changes will not be screened for study team training and COI compliance by the Buck-IRB system.

To Begin a New Amendment:

Click Start Amendment # | in the left navigation bar.

Scope of Changes at Time of Amendment:

Indicate any requested changes in Pl or other | [ scoreor cuonges s tme of smcnment
Ohio State study team members. Check “Yes” e
if study documents, such as the protocol,

consent forms, or recruitment materials will be

Al fialds markced vith an * are required.

revised as a result of these changes. pea—— , ‘ =
Check “Yes” to the last question if you will be i

making any other changes, including revisions
to study documents.

Click Save & Continue > to proceed. —

Note: After saving this page, you cannot go back and change the answer to the last
question (regarding “other changes”) from “Yes” to “No” without losing information
entered on later pages. To proceed without making “other changes,” start the
amendment over. However, by selecting “Yes” (if you originally selected “No” in
the last question) “other changes” can be added without starting over or losing
information.



Principal Investigator (will be present only if PI change is requested):

Enter the new Pl name, then select the individual using the lookup tool and provide the requested
information about the change in PI.

Principal Investigator

Proposed Pls must meet the i listed on for servics == = PIL. All Ohio State University investigators must complets the required web-based course (CITI) in the protection of human research subjects and
tha onlina Conflict of Interest disclosure prior to IRB review. See Human Subjacts Protections Training, 2COL, or contact ORRP for mora information.

All fields marked vith an ™ are required.

New PI name® Q
Please enter the full name or lastname. # of the principal investigator, then select the name from the list that appears.
Principal investigaters not appearing on the list must register first. To register, have the principal investigator foliow the
instructions provided to complete the user registration form. Only they may complete the registration form. For assistance
contact the helo desk.

Provide rationale for change in PI”

For information sbout dats transfer when an investigstor leaves the university, see Research Dats Policy.
You have entered 0 of 3000 characters.
Explain the proposed PI's qualifications to
assume responsibility for the research®
You have entered 0 of 3000 charscters.
Has the sponsor or funding source of the
study been notified of the change in pr2*

Yes
No
Not Applicable

Will the former PI remain on the Ohio State Yes No

study team?®

i NOTE: If the former PI will continua to collaborate after leaving Ohio State, you should answer "no” to this quastion and submit an amendment to add tha former PI as an external collaborator.

Contact ORRP to determine whether external agreements are needed if the former Pl is leaving the
university and will continue to have a role in the research.

Contact ORRP if the former PI has left the university (or is otherwise unavailable) to request that the
former PI's department chair is notified to review and sign-off on the submission (as applicable) in
place of the former PI.

Click Save & Continue > g proceed.

Study Personnel:

Ohio State study team members can be added or removed from the project. When making personnel
changes, remember to revise study documents due to the changes. Upload the revised documents on the
“document changes” page later in the application.

STUDY TEAM + ADD NEW MEMBER I

» Co-Investigator - [=f= [ims ’ ‘.x-'

» Co-Investigator - S S'ram £ X

« To add someone, click + ADD NEW MEMBER

and select the person from the look-up. Indicate the designation and
roles/activities of the new study team member. More than one role/activity
can be selected.

— If you can only view the study team on this page

and can not make changes, then you previously
= : selected “No” to the question about study team
changes. To edit this page, go back to the “scope
of changes” page and select “Yes” to indicate that
you will be requesting personnel changes and
resave the page.

Are there any changes to the Ohio State study team (i.e., co-investigator and/or key E o
personnel)?*

L Click Continue » to proceed.

Click Save & Continue » to proceed.

« To remove a study team member, click the “X” next to the person’s name.

Click Continue » to proceed.


mailto:IRBinfo%40osu.edu?subject=
mailto:IRBinfo%40osu.edu?subject=

External Co-Investigators & Key Personnel:

This page will display any study team members who are external to Ohio State. If no changes will be
made to add or remove external personnel, click continue > to proceed.

If a new external collaborator will be added, click #* ADD NEW COLLABORATOR to add a new
external person to the study team.

If you know that the external collaborator has an Ohio State guest account, the individual can be found
in the “Person Search” field. If the individual does not have a guest account, enter the appropriate
contact information, designation and role in the blanks provided.

Note: If you can not see the external collaborators page, then you either previously
selected “No” to the question about making other changes on the “scope of
changes” page and/or did not select “External Collaborators” on the “proposed
changes” page. To edit external personnel, go back to the “scope of changes” page
and select “Yes” to indicate that you will be requesting personnel changes and
resave the page. Then select “External Collaborators” on the “proposed changes”
page and resave.

For questions about the Ohio State IRB covering external collaborators, contact
IRBAgreements@osu.edu.

New External (non-Ohio State) Co-Investigators & Key Personnel

B0 fizkts makied with an © are required. Cick "Strvé & Continue® to confirm 200ing them a3 a tzam member. If any of the information iz incomes?, pieass have the collsborator wis the uer rgistration sppication to updale Wheir information.

;oW 2 With Oz State, yeu can 00 him/her by sesrching in he bex Below. I hevshe Goes nol appear er Goes nel have . compiate the reque: information in Whe form bekow. AL the time of scresning of the submisicn, GRRP
T taff il mork with the investigator o execiis any neceszary agresments for the sddition of this xlemal colisborator

- a
Person search Q
Plewsm enter the full name or lssiname. £ of the bnarm member then selact brerm rom the list that sppesrs. IF the bmam member doss not sppear in the provided list, plesse insieed Fl in their cantact infrmation in the form below.

Contact Information

First Name™

Last Name™

Organization™

Phone™

Ohio State Email®

Preferrad Email”

Credential (degrees and/or certifications)
Title

Address Line 1

Address Line 2

+

City

State ~

Country

Research Involvement
Study team designation” Co-Investigator

Key Personnel

Research role/activities performed for study® Protocol development/study design
Recruitment
Assess participant eligibility
Obtain consent/parental permission/assent
Interview participants/administer surveys
Process biological specimens
Conduct follow-up visits
Data collection/entry/coding
Data analysisfinterpretation
Reporting results
Manuscript preparation
Maintain regulatory documentation
Access participant Protected Health Information (PHI)

Other activity description

Provide the external collaborator's resume/CV. This URLOADED FILES
document is required in order for a reliance aOrEEMENt | . s rove boen
to be drafted. Provide the external agreement when

directed by ORRP staff. Contact ORRP with questions.

Click Select Fies [ a0 fies 1o I
For fies greater than 20, plesse se= in

SELECTALES



mailto:IRBAgreements%40osu.edu?subject=Ohio%20State%20IRB%20covering%20external%20collaborators

Proposed Changes:

The “Proposed Changes” page will be enabled if you select “Yes” to making “other changes” on the
“scope of changes” page. Once you select the aspects of the study that are changing (e.g., Research
Methods and Activities), the Buck-IRB application will enable the appropriate pages for revisions. When
applicable, form pages should be revised to reflect changes and/or new information, in addition to
revising associated documents.

When initiating an amendment, the study team should think about all areas of the application that could
require revisions as a result of the change. For example, if an investigator wishes to add a new arm/
experiment to the study, it may be necessary to edit multiple sections of the Buck-IRB application, such
as Summary, Background, and Objectives; Research Methods and Activities; Number of Participants;
and Participant Identification.

For studies initiated in Buck-IRB, all currently approved information will be present for revision on

the enabled pages. For migrated studies, it may be necessary to import additional information when
revising the study (because only basic study data were migrated initially), to provide appropriate
context for the change. Clearly distinguish what is currently approved from the proposed change(s).

Note: Do not check any boxes if the amendment does not necessitate changes to
the Buck-IRB application pages listed.

You cannot undo selections made on this page once the submission is under review.

Proposed Changes

Select all sppropfate pages below that comespond to revisions being mads b the shudy. When applicsble, form pages should be revised o refiect changes and/ar new information, in s@dition to revising sxsodisted dosuments. For migrated studies, because anly basic data wers migrated it may be necemsary to import addiional
information to revise the study.

§ Note: Leave s secton biank for document chsnges ony.

5
80 izkts marked with an . are requined,

Will changes be made to any of the following? (check all applicable pages; leave blank for document changes only)
Funding
External Collaborators
Multi-Site Study
Location of Research
Institutional Approvals
sSummary, Background, and Objectives
Research Methods and Activities
Duration
Number of Participants
Participant Population
Participant Identification
Incentives to Participate
Alternatives to Participation
Informed Consent Process
Participant Privacy
Confidentiality of data
HIPAA Research Autharization
Reasonably Anticipated Benefits
Risks, Harms, and Discomforts
Assessment of Risks and Benefits
Monitaring

Participant Costs / Reimbursements

Click save & continue » to proceed.

Document Changes:

On this page, upload new documents and/or “tracked” (changes tracked) and “clean” (changes
incorporated) versions of approved documents being revised. Currently approved documents will be
shown in the appropriate upload boxes and do not need to be uploaded again. As applicable, clearly
label documents you upload as “tracked” or “clean.”

Note: Only new documents and versions of documents that are being revised in

the current amendment should be uploaded. Do not upload documents that are

not relevant to the current submission. Do not combine multiple documents (e.g.,
protocol and consent form) into one. Do not upload the same document in more than
one box.



You cannot remove currently approved documents from the upload boxes. To request that an approved
document is deleted (rather than revised), include this request in the description and rationale for
changes on the “Supplemental Questions” page.

Note: Nothing is needed on this page if documents are not being added or revised.

Document Changes

"tracked”) and onc (*dean’). If the currently approved version is not shown, that.

nt on the "Other Files/Comments” page (found later in the application).

A Please upload a version of each revised document with change(s) underlined (or "tracked") and one version of each document with change(s) incorporated (dlean).

Research Prolocol UPLOADED FILES

8. be

L
Uploaded by o smssmsmasss on 08/17/2015

Informed Consent Process UPLOADED FIIES

1R approve v

yyyyy )t be removed except by ORRP stall.

Uploaded by St St 0n 00/17/2015

HIPAA Rescarch Authorization UPLOADED HILES

o

Uploaded by ¥ mwes. on 08/17/2015
Participant Identification, Recruitment, and UPLOADED FILES

Selection (e.g., ads, flyers, telephone or
other oral script, radio/TV scripts, internet
solicitations)

1R approved documents cannot ba ramoved excapt by ORRP staff.

Uploaded by b msmm s on 08/17/2015

Instruments (e.g., questionnalres or surveys UPLOADED FILES
completed by participants)

8

Uploaded by S wsmmsems 0n 08/17/2015

Click Save &Continue > {5 proceed.

Supplemental Questions:
This page is used to describe the changes being requested.
Describe all requested changes (including document changes), and provide a rationale for each

change in the first box. Use this box also to list any approved documents that will no longer be used
and should be deleted.

Answer the remaining questions regarding whether the change will alter the risks and/or benefits of the
study and whether the change could affect subjects’ willingness to participate.

If you answer “Yes” to the last question, you must describe how participants will be informed of the
change (e.g., through a revised consent form or letter).

Supplemental Questions
At the beginning of the application, you indicated changes to the research in the following areas
* Participant Population

» Be as specific as possible when describing changes. A rationale must be provided for each change made in the application form and/or uploaded documents. If the currently approved information for this aspect of the research is
T not shown, that information should 3lso be provided. Note: This should be necessary only for migrated studies. Clearly distinguish what is currently approved from the proposed change(s).

All fields marked with an ™ are required.

Describe the change(s) to the research and
provide a rationale for each change.™

1 Arationale summary must be provided for all changes made in the application form pages as well as uploaded documents.

Will there be any changes in the risk(s) to Yes No
participants?™

Will there be any change in the benefit(s) to Yes No
the participants?™
Compensation is not to be a considered a benefit.
Could the proposed change(s) affect Yes No
participants’ willingness to take part in the
research?”

Click Save &Continue > {5 proceed.



Application Pages:

Selections made on the “Proposed Changes” page will enable applicable pages for revision at this
point in Buck-IRB.

Note: For studies initiated in Buck-IRB, all currently approved information will be
present for revision on the enabled pages. For migrated studies, it may be necessary
to import additional information when making revisions (because only basic study
data were migrated initially), to provide appropriate context for the change. Clearly
distinguish what is currently approved from the proposed change(s).

Upload Files Review:

Review uploaded files on this page to ensure you have submitted all necessary documents. Confirm
that duplicate files have not been uploaded. To correct errors in an upload box, click the box name to
be taken back to the page containing the upload box then make the necessary revisions. If you have
additional files to upload that were not requested on previous pages, upload these documents on the
next page, “Other Files/Comments” (see below).

Click Save &Continue > {5 proceed.

Other Files/Comments:

[ Use this page to provide any files that were not uploaded previously in the form. A box is provided for
additional comments about the submission you wish to provide to ORRP staff and/or IRB members.

Other Files/Comments
This page should be used to provide ORRP or the IRB with additional information related to the current submission.
The general comments text area can be used to provide clarification to ORRP staff or the IRB members.

The general upload box below should be used to upload any additional documents necessary for this submission that were not already captured previously in the form. Examples of documents
which may be uploaded include the detailed cover letter response for modifications or deferrals, IRB approvals for external sites at the time of continuing review, or 3 memo to IRB reviewers
from the investigator.

All fields marked with an * are required.

UPLOADED FILES

No files have been uploaded.

Click Select Files to add files to this form

SELECTFILES

L—| Additional comments for this submission.

You have entered 0 of 3000 characters.

Click Save &Continue > {5 nroceed.

Find Errors:

On the “Find Errors” page, any form sections that were not completed will be marked with a red *. Click
on the error to go directly to the page with the error. After correcting the error, click  save & Continue »
to return to the “Find Errors” page.



Finding Errors...

You have completed the continuing review 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 submission.

A 29 errors require your attention. ‘

PLEASE REMEDY THE FOLLOWING PRIOR TO SUBMISSION.

You must specify the new Principal Investigator. Principal Investigator Change )
You must provide rationale for change in PI. Principal Investigator Change )
You must explain the proposed PI's qualifications. Principal Investigator Change )
You must specify whether the sponsor has been notified of the change in PI. Principal Investigator Change )
You must specify whether the former PI will continue to have a role in the research. Principal Investigator Change )

Once all errors have been corrected, the form is ready for submission.

. If you are the PI, navigate to the “study workspace” by clicking Save &Exit > |n the “study
workspace” you will see the  submit Amendment #+ option on the top of the left-hand “action menu.’

3

« If you are not the PI, use the box emailer = on the “Find Errors” page to notify the Pl that
the amendment is ready for submission.

Note: The Pl is the only member of the study team who can submit the amendment.

« To add someone, click
and select the person from the look-up. Indicate the designation and
roles/activities of the new study team member. More than one role/activity
can be selected.



