IRBIS Updates for Reviewer
Worksheets and Personnel
Changes




Dr. Belmont’s Rules

» Document, document, document (If you don'’t say it, it did not happen!)

Remember the BIG 5:

1. Study changes are justified (if applicable).

2. COl is completed (if applicable-new personnel in mods, all personnel for
initials & renewals)

3. Findings are justified.

4. Specify why minor findings are justified, i.e., the risk are greater
than minimal & there is a benefit to the minor.

) 111 criteria is met

Upload to IRBIS

Documentation for minutes, auditors & AAHRPP Site Visitors

Happy auditors don’t go fishing

AAHRPP Tip Sheet #3 (Documenting Discussions & Decision on Research
Studies & Activities
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Beginning in June 2021, IRBIS will allow for committee members to upload
their reviewer worksheets directly into IRBIS.



Changes to Reviewer Summary Screen

o




reen, there is now a button to

Primary Reviewer Summary

Enter your Primary Reviewer Summary below and click save

[Save| [Cancel| [Delete Summary |[Upload Reviewer Checklist |




You can navigate to the location on your computer:

[Save | [Cancel | [Delete Summary |

Click Browse to select a Reviewer Checklist: [ Choose File [MNo file chosen
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You can check to ensure
that your checklist has
uploaded by scrolling to
OHRE Attachments. The

checklist will be there
and time-stamped.

All Study Attachments (OHRE Admin Only)

OHRE Attachments: Theze are OHRE Only Attachments

File Name Document Type b Submission ¢ Referenceld ¢ Date

L3

IIRB-REUiewer-Cheddiﬁ-lnilial-Apﬂicathn-&Zﬁj 6.docx - .
ol by e A Reviewer Checklist Renewal 328568 05/18/2021

15-1775-Renswal-Application-7.28 16, pdf . .
Usloaded by Sonys Sateman on 05/02/2021 1 0815 AM Reviewer Checklist Renewal 328568 05/18/2021







You may have noticed a recent update to modifications and renewals where personnel changes
appear at the top of the review screen:

el B Submissio

n Review for 13-2710 - Google Chrome = O x

@ irbis.research.unc.edu/firb/index.cfm?event=admin.review.pageR Bico Revi: rueftappid=3648038treviewld =4 528tefor iewid=2407338are...
Review Type: Full Goard Resut: T80 Finaiize: T80
Navigate To: Application / Library Stipulations (1) Next Step: Record Result q IRB No: 13-2710 Renewal EB Coversheet

(Full Form) (Personnel Modification Only)

Resur: 16D Fnatze: 160

| Primary Revi b y || View Findings || View Changes || View Letters || View PDF |
== Project Personnel Modifications located in Reference Id 329755 [i ion Options)
COlTraining for IRB NO: 13-2710 - Submission Type: Per | Modification - Referenceld: 329755

ITEMLIST

University of North Carclina at Chapel Hill (UNC-CH)
— : —coi
. CITIHSP |CITIGCP| COI €Ol [CcOlI  |initial COI |Potential [COI Review |-
e [PEEET I Training | Training | Training WebID [Number Disclosure [Conflict [Process gz:“"’l:'
) - FPrincipal coaace 21 Mo
[=Y (@Al Shelkh | MD Investigator (BTG v x d bago7 ad Completed  |conmict
[an Dept: 411301: Meurdlogy Title: Clinical Assistant Professar Pos. Type: Regular Emp. Type: Faculty Status: Active FTE: 1
i3 |M |-M-E> BT |Newelegy | Ria aia kaﬁ Ala | |unerebmm |e!a
e

Key: & Faculty | ﬁ Zero Salary | @ Inactive Status | L& Hospital Employee Only | @ External Personnel | “¥ Liaison

Post Approval Submissions =/ Global Stipulations
Renewal Action Requested

ALERT. Modifications proposed as part of this renewal must be sccomplished by editing the individua! answers to the questions and data elemenis fthat make up the application. The
modificafions cannof be processed until the aciual changes have been made throughout the application.

=/ 1. Renewal action requested by Principal Investigator (choose only one)
Study has always involved only analysis of data or specimens; there has never been any direct interaction or contact with subjects:
# A) Continue study as approved.
Study involves (or involved) direct interaction/intervention/contact with subjects:
«” B) Continue study as approved, including enrollment of new subjects.

# C) Enrollment of new subjects closed; research-related intervention/interaction with previously enrolled subjects continues. Includes any interaction with subjects



Or you may notice the changes embedded in the personnel section:

COlMraining for IRB NO: 19-1853 - Submission Type: Modification - Referenceld: 331143 [-] collapse all
= WUniversity of North Carclina at Chapel Hill (UNC-CH)
. - [CO1 caol
. CITIHSP |CITIGCP cal |cor  |col Initial COl |Potential . .
IFull Name CredenhaleJRole Department L M. M . . Review Review
Training | Training | Training WeblD [Number|Disclosure |Conflict Process  [Result
Principal Medicine-Internal 121- Mo
& (@sDarren Dewalt | MD Investigator Medicine v \ ¥ [p13090 20684 v completed | onfict
[JDI! Dept: 411430 Meadizine-Intarnal Medicine Title: Distinguishead Professor Pos. Type: Regular Emp. Type: Faculty Status: Active FTE: 1
. . Medicine-Internal 121- No
&, 2:Sam Cykert  |MD Co-investigator |- oo v 4 W «F  |485479 01805 o Completed |- 0.
[JDII Dept: 411430 Medicine-Internal Medicine Title: Profassor Pos. Type: Regular Emp. Type: Faculty Status: Active FTE: 1
i . . - 121- Mo
& &/ dam Zolotor | MD Co-investigator  [Family Medicine v b 4 o 511537 ba122 v Completed |~ ..
[an Dept: 411801: Family Medicine Title: Ressarch Professor Pos. Type: Regular Emp. Type: Faculty Status: Active FTE: 1
‘ X | v Iaﬁaaaet@;m | < | Completed h‘?_m




We have a new Personnel Modification which allows us to process
simple personnel changes outside of the regular pipeline. This
alleviates the delay that accompanies review of modifications and
renewals. Most personnel changes can be processed within a day
or so.

If there is training or COIl missing for new personnel, this will be
addressed in the Personnel Modification submission.

You should continue to review the training and COI disclosures for
current personnel.
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Personnel changes are no longer described on Modifications and Renewals:

q.f 1. Are you requesting any modifications to the study application, project personnel, the consent documents, or any relat
Tes
[;.f Changes to Project Personnel only?
Tes
[ =/ Please provide the description below: ]

N/A

=/ Modification Specific Questions 1. Are you requesting any modifications to the study application, project personnel, the consent document

Yes

Changes to Project Personnel only ? %

——)
Modification Specific Questions

In the investigator view of the
Re n ewa | , th e re |S n O |On g e r a p I ace Qéli:l: s;dl:: Data Analysis only (i.e. enrollment, intervention and follow-up are complete)? *
to d escrl be pe rsonn el Ch a ng es Sl nce 9b. Total number of subiects activelv particinatina li.e.. Total number of subiects involved in the interventi

those changes are outlined in the
separate submission.
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For any questions with IRBIS changes, please
contact us!

irbis@unc.edu
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