PROTECT Tip Sheet for
Research Teams:

“Managing Ancillary Reviews”

What are ancillary reviews in PROTECT?
Ancillary reviews are reviews that can be managed and signed off in the system, if required. The study

team can manage these reviews on either the IRB, Scientific Review, or Radiation Safety workspaces,
and assign an ancillary “reviewer” access to the project so they can view it (and sign off on it, if
required). Some of these reviews are considered “blocking” and the system will stop the submission
from moving forward in the workflow if the ancillary reviewer has not submitted their review by a

certain timepoint in the workflow.

Which ancillary reviews are handled in the system, and which are “blocking”?

IRB Submissions

Blocking
IBC Must be managed and reviewer accepted before
IRB submission is ASSIGNED FOR IRB REVIEW.

Not Blocking
Just allows reviewer read-only access to the submission and sends them a notification.

PRIA/Pharmacy We do still ask, for this purpose, that study teams manage these reviews when a
submission requiring these reviews is initially submitted or modified.
Blocking
DEC Must be managed and reviewer accepted before

IRB submission is IRB APPROVED.

Blocking
Human Fetal Tissue Must be managed and reviewer accepted before
Initial IRB submission is IRB APPROVED.
Note: System does not block MODs involving HFT.

Scientific Review Submissions

Lab Chief/ Not Blocking
Branch Chief/ Should be managed by study team prior to submitting the SRC Submission, if required
Accountable Investigator by IC.

Clincal Director/

(Or IC Director/ Not Blocking
Scientific Director - Should be managed by the SRC Coordinator after SRC approval, but before the final SR
if CD has conflict) approval letter is sent.
Not Blocking
Chief Scientific Officer Should be managed by SRC Coordinator after SRC approval, but before final SR

approval letter is sent.

Radiation Safety Submissions

Not Blocking
Clinically Authorized User Should be managed and reviewer accepted before
RSC starts specialist pre-review.
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Where can | learn more about the various ancillary reviews?
You can read more about some of NIH ancillary reviews on our website here - NIH Ancillary Reviews.
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Where can I learn more about how to manage ancillary reviews in PROTECT?

The PROTECT system contains user guides for each user role type: Researchers, Reviewers, and
Committee Staff. Within these guides are instructions for researchers on how to manage the ancillary
reviews and how each behaves in the system. These guides can be found in PROTECT as shown below

using the numbered steps:

Deshboard ° e — _
Review

Submissions Meetings Reports Library Institutional Profiles Help Center 9
<

IRB > Help Center

Help Center
See the links below for printable guides and videos.
L e
Export -]
to CSV/
Name Description

& DECResearcher's Guide___> A step-by-step guide for the study staff on how to intiate a DEC Ancillary Review.

e e A step-by-step guide for DEC reviewers that includes finding and reviewing an initial submission, viewing workspace, submitting the review and
reviewing changed made in a modification.

Astep-by-step quide for Extemnal IRB Process that includes the creation and submission of a Study using and External IRB, conducting the pre-
review, responding to clarifications requested, confirming Reliance with an External IRB, recording the External

Astep-by-step guide for the study staff on how to initiate an IBC Ancillary Review.

External IRB Guide

IBC Reviewer's Guide Astep-by-step guide for IBC reviewers that includes finding and reviewing an IBC ancilary review.
- Astep-by-step guide for the study staff that includes oreating and submitting a study, responding to clarification requests, and getting started with
IREIRessa Sl ) modifications, continuing reviews, and new information reports.

A step-by-step guide for IRB reviewers that includes finding and reviewing an IRB viewing requesting

IRB Reviewer's Guide y
entering reviewer's comments, and submitting the review.
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https://irbo.nih.gov/ancillary-review/

How do I manage ancillary reviews?
NOTE: See relevant user guides in figure 3 for specific instructions. In addition, ‘Quick Steps’ are below.

e Go to the workspace for your respective ancillary review (See figure 1 for which workspace each
ancillary type gets managed on.)

e Ociickthe Manage Ancillary Reviews activity.

o O (lick Add.

e ©cChoose a Review Type. (Ex. DEC, PRIA, IBC)

o Oselect a Review Group. (Ex. DEC: CC, or DEC: NCI). * Choosing the correct Review Type and
Review Group allows each group the read access they need. NOTE: If you choose the wrong
group, they won’t see the submission and you will have to revise it so that the correct users see
the submission.

o ©click 0K to finish. (NOTE: For IRB ancillaries, like DEC, HFT, or IBC, the reviewer will only see
the review in their inbox and get an email notification once the project is submitted to IRB and is
in the IRB’s dashboard. For Scientific Review ancillary types, like Branch Chief, the reviewer sees
it and can do their review right away since those signoffs are required prior to IRB submission.)

IRB001834: TEST Managing Ancillary Class

Last updated: 8/2/2023 8:28 AM Principal investigator: Sue Tindall | [ gecute “Mansge Ancillary Reviews” on IRE001834 - Profile 1 - Microsoft Edge lg — o X
Submission type: Initial Study |2 110c/protect-training.ce.nihgov/Load DataTraining/s/ResourceAdministration/Activity/form 2ActivityTyp.. A @,
Primary contact: Sue Tindall

Next Steps Pl proxies: Manage Ancillary Reviews

Edit Stud: h |
Identify each organi
Link to PQS/OPS. review: @ ) o

Review Type Org

Add Ancillary Review

#* Submit

There are no items * i .
& Assign Pl Proxy 2. * Select review group: °

Clarific

& Manage Ancillary Reviews Requq

& Manage Guest List 3. Supporting Documents:

¢ Add Comment

+ Add
@ Discard
History Contacts Docur Name
* Required OK and Add Another
Filterby @  Activity - .
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How do ancillary reviewers know they have been assigned an ancillary review?
Reviewers receive the email notification below (figure 5) once the IRB project is submitted. They can then
see the project in their inbox and in the My Reviews tab.

Template:IRB_A_ ©_AncillaryReview_Organization NIH

Notification of Ancillary Review

To: Tiffany Gommel

Link: IRBO01834

Pl.: Sue Tindall

Title: TEST Managing Ancillary Class
Required: No

Description: An IRB submission has been assigned for ancillary review.
Click the link above to access and review the study.
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How do | know that an ancillary reviewer has submitted their ancillary review?

Once reviewers run the Submit Ancillary Review activity, the system sends the notification below (figure 6)
to the PI, Proxies, and Primary Contact. You may also view the Reviews tab (figure 7) of a submission at
any time to check status of reviews. You should see a “Yes” under the accepted column next to the
review if the reviewer has accepted and completed their review.

.........
Tempizte: NI

Notification of Ancillary Review

To: Tiffany Gommel

Link: IRB001834

Pl.: Sue Tindall

Title: TEST Managing Ancillary Class

Description: Your ancillary review has been completed in PROTECT.

Click the link above to access and review the study.
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Questions

For additional questions or help using the PROTECT system, please submit a PROTECT Help Desk ticket
and our IT staff will assist you.



https://irbo.nih.gov/protect/protect-help/
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