TIPS FOR CONDUCTING EXPEDITED REVIEW

Suggestions from IRB Members and ORI Staff




DEAR EXPEDITED REVIEWERS...

THANK YOU!!




DETERMINATIONS PAGE

* Look on the determinations page to see

PersonlD  Name CompleteDate  Determination  Response Required?  Meeting Date
if other reviewers have been requested v o .
Justification / Comments Attachments
(ex: HIPAA, Consultants) e o et e e
~ 00038872 Jennifer Smith

* ORI suggests that the primary reviewer —— =
wait until the secondary reviewer has Reviw hs ok heencompisie et
conducted their review so that they can

take the secondary reviewers comments

into consideration.




ORI COMMENTS

* Go to all comments.

Sections ROLE VC First Name Last Name ModDate
* Read any comments ORI staff may have K : - - -
fOI" the |RB and/or an), comments that v HIPAA RBPI|  Samuel Bell 43/2019 10:10:49 AM
Comments:

ORI made to the PI.

HIPAA Watver of Authorization Comments: #2: Include demographic data you will be collecting when looking at the patient's chart. Refer back to data collection sheets if

needed. Re-sign, date, and upload revised copy to E-IRB.

: _ i
* Reminder: If you don’t see any v| Subject Demopraphics MM - 4167019 113350 AM
comments to the Pl, it doesn’t mean ORI Commnt

Updated this section. thank you

didn’t screen the application.

v Informed Consent IR M - 4162019 3:33:44 PM




ATTACHMENTS

Go to All Attachments and the
corresponding sections in the

application.

* Then, read the application as a whole,

taking the attachments into

consideration

™ Al Atachments

Attachments
Document Type File Loaded Document Deseription

¢ Assent 10335-Form F-CL template, rev, rev 041919.pdf Survey Phone Seript 0.166
4 AdditionInfoConsiderations Pen and Ink Phone Script pdf Pen and Tnk Phone Script 0.546
4 Authorization Form K. HIPAA Waiver of Authorization, rev.pdf Form K. HIPAA Waiver of Authorization 0.771
4 DataCollection Form M.doe Form M. Data Collection Form. 0.022
4 AdditionInfoConsiderations Recruitment Guidance.pdf Recruitment Guidance 0.072
¢ DataCollection Survey.docx Telephone Survey 0.015

File Size Modified By

mplym0
scbel23
mplym0
mplym0
scbel23
mplym0

Mod Date
41192019 11:48:12 AM
41192019 11:21:39 AM
411712019 7:.03:49 PM
4/16/2019 4:06:48 PM
4132019 9:41:01 AM
3232019 12:12:59 PM




EXPEDITED REVIEWER OPTIONS

* As an Expedited Reviewer, you have

_ . ) IRB Review*
three primary options when completing Protocol Review

your review.You can... :

Review Details Attachment(s) Finish

* Approve the Application

--=> Refer to this Criteria for IRB Approval Checklist as needed.
--> Refer to this Elements of Informed Consent Checklist as needed.

° Req UeSt M i nor Revisions --> Refer to this Determinations Guidance List for info about what each determination means.

Serious/Continuing Non-compliance or Suspension/Termination

* Request that the application be et veur betemnaton

reviewed by the full board at an o o __

. . Full Review Required _
upcoming meeting

Not Human Research

Withdrawn

Comments / Requested Revisions




REQUESTING REVISIONS

* If you are requesting revisions to the
protocol, you should mark “No” for the
relevant SeCtion On the IRB reVi ewer Lizzzz::;;;l;ig:53r:eee\\gifl\i;?lgixg:?e\:;‘;z\]'\ewwheﬂthey meet all the expedited applicability criteria including no more than minimal risk and, fall under at least one of the

Expedited Review Signature

Indicate if the proposed research is eligible for expedited review:

(If no, proceed to Comment Field in the Finish tab to enter justification for why the study is not eligible for Expedited Review (e.g., grealer than minimal risk)

form.

@ Yes O No

* For the sample review, the reviewer

Identify the expedited category number(s) that apply to this research proposal (e.g., 4, 5):

[see Expedited Categories]

should have chosen “No” for the

informed consent compliance question,

The IRB agreed with the PI's written informed consent document and confirms that the form meets general regulatory requirements and includes required elements
and applicable additional elements of informed consent (select “N/A” if waiver of informed consent requested).

b e ca u S e h e r' c o m m e nts i n d i Cate d S h e d i d [See 'F?IU Required Elements of Informed Cansent” to review the required and additional elements of informed consent]

not agree w/Pl on waiving informed

consent. |




ODDS AND ENDS

* When completing your review, go back into the application and double check the categories

that appear on the reviewer sheet. These include:

Making sure the expedited category the Pl chose is appropriate
Checking to see if there is an attached consent document (or cover letter for survey research)

If no consent document, check to see whether the Pl is requesting a waiver of informed

consent/waiver of documentation of informed consent
Check whether the study will involve a vulnerable population (on subject demographics page)

Check whether the study involves a drug or device, and whether the Pl has submitted appropriate

documentation




ADDITIONAL INFO

* Don’t forget, ORI has a video and quiz tailored towards qualifying individuals to serve as expedited
reviewers. This video/quiz can also be used as a refresher for current expedited reviewers.These
resources can be found on the ORI website, or by following this link:
https://www.research.uky.edu/office-research-integrity/expedited-initial-review-training

* Finally, ORI is happy to offer personalized training sessions for conducting expedited reviews. One
of our expedited review staff can meet you at your office and walk you through the expedited
process in ~ 30 minutes or less. If you're interested, feel free to contact

Medical IRB Staff: Non-Medical IRB Staff:
Jill Marion (jill. narion@uky.edu, 859-562-0830) Elisa Crill (elisa.crill@uky.edu), 859-257-1639
Joanne Hines (jchine2@uky.edu, 257-7467) Katie Gieske (katie.gieske@uky.edu), 859-257-3138

Karen Larson (klars2@uky.edu, 257-3038)



https://www.research.uky.edu/office-research-integrity/expedited-initial-review-training
mailto:%20jchine2@uky.edu
mailto:%20klars2@uky.edu
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