OSIRIS Guidance

OSIRIS is the IRB web-based application that was created to improve human subject
protections and enable the IRB to better serve the research community. This application
has a question and answer format using smart forms. Based on your response, the
system may branch to additional questions related to main question.

OSIRIS presents the investigator the unique opportunity to submit one application for
the entire review process. All required Pre-IRB reviews will be initiated based on your
response to specific questions. Once the Pre-IRB reviews are approved, OSIRIS will
forward your application for IRB review.

Based on your responses to the questions, other departments or committees will be
granted access to your application and automated email notifications are generated
(e.g., UPMC Fiscal, Investigational Drug Service). Therefore it is important to take the
time to ensure you have answered the questions correctly. The email notifications are
only sent during the initial submission process or if the project was withdrawn and
resubmitted.

Only the names of those individuals who have completed the required CITI training
courses will be selectable in OSIRIS. This applies to all users of OSIRIS (e.g.,
investigators, coordinators, scientific approvers, committee members, non-Pitt
investigators).

Important: All users must complete the CITI training using the Pitt CITI Access Portal
available at www.citi.pitt.edu.

This document is designed to provide you with the basic tools to build and submit your
projects for review. Additional information is available from the IRB website
(www.irb.pitt.edu).

E-mail us at irb@pitt.edu if you need OSIRIS assistance at any time and be sure to
include your IRB number in the message. Contact Patty Orndoff, IRB Education
Coordinator, to schedule training or if you need assistance building your application.

The entire IRB staff is available to assist you as needed and please do not hesitate to
contact us. All contact information is available from the IRB website or just email your
questions to askirb@pitt.edu.
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Required Research Training

All students, faculty and staff must complete specific training that may vary depending on your discipline
and research activities. University of Pittsburgh training draws on resources provided by the Collaborative
Institutional Training Institute (CITI), as well as by University of Pittsburgh Internet-based Studies in
Education & Research (ISER).

» General training requirements: http://www.rcco.pitt.edu/ResearchTrainingRequirements.htm

» Always access CITI using the Pitt CITI Access Portal: http://www.citi.pitt.edu

» User will not be able to access OSIRIS until the required training has been completed. It will take
approximately 24-48 hours after completion of the courses before access to OSIRIS is possible.

» This applies to University of Pittsburgh faculty, staff, or students and external investigators
o Itis highly recommended that all new users review the instruction sheet posted on the Pitt
CITI Access Portal before initiating the process.
= There is a procedure for linking existing CITI accounts but it only available the first
time one enters the Pitt CITI Access Portal.

Login
» Go to https://www.osiris.pitt.edu
Login
» Click on e located in top right corner of the page

> Enter Username (entire email address) and Password as registered with HSConnect
> If you have Forgotten your password
o Click on link available from the login page and HSConnect will email your username and
password directly to your email address

o Go back to https://www.osiris.pitt.edu and click again

}@t

Login as | | HSCOH

Username: ssmithl23@pitt.edy|

Password:
create account  reset pu:ja..urd faq
Forgotten HSConnect Dassword?\
See OSIRIS Help before creating an account.

g Reset Password

j Email: |

FOHEHED BY
o by WerlSlgn
Last Name: |

Submit | Cancel
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Create a New Study

The following information will guide you through the process of submitting a new study. If you need
assistance at anytime, use the Help link available on each page or email us at irb@pitt.edu. Below is an
overview of the submission process:

1. Pathway for creating a study by answering a series of branching questions

2. Instructions for uploading documents

3. Preparation of paper items for scanning

4. Special preparation of the consent forms

5. Responding to reviewer comments

» From your homepage which displays ‘Folder for (your name)’

Create

[ 1 new Study

o Click on New Study which is displayed on the left hand side of page

» There are three main sections in the New Study application

o Triage
= Type in a short title for display purposes as you will enter the long title later
= Select the project review type and anticipated risk

o Cover Sheet
= Demographic information, selection of Pre-IRB review, and study site details

o Protocol
= Includes aims/objectives, study population, detailed information on all research

activities, support and potential conflict of interest issues

Triage Section

Provide a short title for this study (200 characters or less):

|demu study

T1.0 Select the type of application:
Project Type

& New Research Study
() New Coordinating Center Application

o Innovative Practice (not research) - An innovative clinical practice is an intervention designed solely to enhance the well-being of an individual patient or client. The purpose of an innovative clinical
practice is to provide diagnosis, preventative treatment, or therapy to particular individuals.

o Quality Assurance Project (not research) - Projects directed at improving patient care or other outcomes within a given institution or environment and are therefore not initiated with the intent to
contribute to generalizable knowledge.

Clear

T2.0 Is the proposed research study limited to the inclusion of deceased individuals?
* (OYes ®No Clear

T2.1 Are any research activities being conducted at the VA Pittsburgh Healthcare System or with VA funds? Policy )
* Oyes ®No Clear —

> HELP Text
o Gray area on the right side of the page may display a button (Policy, Resource, Guidance)
= Click on the button to obtain additional information to assist you in answering the
question

» If you change a response to a question that branches, remember to ‘clear’ all of your responses to
the branched questions before continuing (may include removing information typed into text
boxes). OSIRIS holds all the responses so it is very important to clear those which are no longer
valid.

@ Yes ) No Clear
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Basic Tips

» Continue button
o Saves your response as you proceed through the application
o Located at the top and bottom section of every page

> Red asterisk *
o Indicates a required response
o If you fail to complete a question that was required, the following message will appear:
“Could not update the study due to one or more errors: there were problems submitting this
form...”

» Options available at the top of each page

Save | Ewit | Hide/Show Errors | Print... | Jump To: - Triage 1.0 - 2.0 - Start Protocol -

o Save
= Click the Save button before existing the application or leaving your computer area
o Exit

= Will take you back to the summary page
= Exit without clicking the Save button, a confirmation box will appear and warn you
to save your work before exiting
o Hide/Show Errors
¢ Identifies outstanding issues that must be addressed
e Hyperlink to the section is displayed at the bottom of the page
e Click Refresh and the system will remove the completed items
o Print
= Allows you to print the current page displayed
o Jump To:
= Click the down arrow to access the main question for each section (does not display
all the questions due to the branching process)
= Allows you to jump to specific sections/questions in the application

= Use the button when first filling out the application

P ——
<
Save | Exit | Hide/Show Errors | Print... | Jump To: - Triage 1.0 - 2.0 - Start Protocol -
x) Reviewer Note \
Type . Reviewer Date Created Date Modified

Step 1: Click here and

unanswered questions ere are no items to display

will be displayed below

Triage Section
Provide a short title for this study (200 characters or less):

‘Huw to create a new study

T1.0 Select the type of application:
Project Type
(%) New Research Study

o Innavative Practice (not research) - An innovative clinical practice is an intervention desighed solely to enhance the well-being of an individual patient or client.
The purpose of an innovative clinical practice is to provide diagnosis, preventative treatmeW, or therapy to particular individuals.

o Quality Assurance Project (not research) - Projects directed at improving patient care or oth®8 outcomes within a given institution or environment and are
therefore not initiated with the intent to contribute to generalizable knowledge.

Clear
T2.0 Is the proposed research study limited to the inclusion of deceased individuals? Step 2:Click here and you will be
* Oves ©Na Clear redirected to the page where the
T2.1 Are any research activities being conducted at the VA Pittsburgh Healthcare System or with VA funds? unanswered question is displayed oli

* (Oves ®No Clear

Error/Warning Messages
Message Field Name Jump To Y
° This i= a required fisld; therefore, you must provide 3 value. C507_0 utilize gore servicas Cover Sheet 7.0 - CTRC Review
° This is a required field; therefore, you must provide a value, CS09_0involve drug within institutional setting Cover Sheet 9.0 - 10.1 - Investigational Drug, IND and IDE
—_—
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Selecting Study Team Members

> Select Members for your research team
o Principal Investigator (PI)
= Whoever creates a New Study is listed as the PI
e If you are not the PI, be sure to give yourself a role in the study (e.g., Co-
investigator, Study Coordinator) before selecting the name of the PI
e If you remove your name from the application, you will no longer have access
to the study
o Only the names of those individuals who have completed the required training will be
selectable
o If you are including non- Pitt faculty, staff, or student, click on their name and make sure
their affiliation is listed correctly (Pitt school or department should not be listed)

Selecting the Department for Scientific Review

> Scientific Review
o If Department Review is requested, select the appropriate entity from the list
= Each department has assigned individuals who are responsible for managing the
scientific review process. You cannot designate an individual to conduct the review.
The names are already programmed in OSIRIS and email notifications are sent to
these specific individuals.
o Use the % sign (wild card) in the ‘Filter by’ field to limit typing the entire name
o If you selected the incorrect scientific reviewer option and have already submitted the
application [do the following]:
= Withdraw your study (you will not lose any of your work)
= PI can then go to the Withdrawn study workspace and click on the Resubmit
button found under My Activities. The study is placed back into the Pre Submission
state and can be edited.
e Go to question CS8.0 or 8.1 and select the correct department
¢ An email notification will then be send to the scientific reviewer
o Important: Failure to Withdraw and Resubmit the study will result in delays as the new
scientific reviewer will not receive an email notification from OSIRIS - It becomes your
responsibility

Choi Filter by ‘Organlzatmn VHF/narts ‘ Advanced
oices

(%) Department Review - (a dean, department chair, division chief, or center head) W 4 1-230f23 [ U

© UPCI PRC - University of Pittsburgh Cancer Institute Protocol Review Committee &) Organization Org Parent

o WPIC SRC - Western Psychiatric Institute and Clinic Scientific Review Committee. N U of Pgh | Faculty of Arts and Sciences
"Supporting Documentation” section.
) MWH CRESS - You must upload reguired form(s) in the "Supparting Documentation|

) CTRC - Clinical and Translational Research Center

U of Pgh | Faculty of Arts and Sciences | Anthropology
U of Pgh | Faculty of Arts and Sciences | Classics

U of Pgh | Faculty of Arts and Sciences |
Communication

U of Pgh | Faculty of Arts and Sciences | Computer
Science

U of Pgh | Faculty of Arts and Sciences | East Asian
Languages and Literature

o External Scientific Review Completed - The scientific merit of this research protoc]
condition of funding.

) FDA - This research protocol is the subject of a FDA-accepted IND or IDE applicatior]
Clear

U of Pgh | Faculty of Arts and Sciences | Economics

o000 0 Ccj0O0®

Cs8.1 Select the school, department or division which is responsible fo lentific review
U of Pgh | Faculty of Arts and Sciences | English
‘ [ Select... ' U of Pgh | Faculty of Arts and Sciences | Film Studies @
W 4 1-230f23 ¥ U
L i o . - Don’t forget to click the OK button
C58.1 Select the school, department or division which is responsible for scientific review of this submission.

located in the bottom right corner of
U of Pgh | Faculty of Arts and Sciences | English | Select... the tethoX. It iS sometimes h|dden

and you need to move the browser
Version 2012 bar down to display the button.




Upload a document

All attachments will need to be submitted electronically for review. If the document is available in an
electronic format the following instructions will guide you through the process. If only a paper copy of
the required documentation is available, you will need to scan the document and then follow the
instructions for uploading a document. We will start with an overview for uploading documents and
then a section on scanning documents:

» Click on the Add button and another window will pop-up known as a browser window
» Name the document and click browse to identify the current source of document
> Click OK and the document will automatically be placed in the specified section

» Click on the Add button as shown below
o A new Browser window will open
o Title: add the title of the document (suggest including a date or version# in the title)

o File: click on and select the document on your computer
o Click OK to add the document to your OSIRIS submission

o Note the ‘Resource button in the on the right side of page (link to UPMC forms)-This is an
example of the HELP guidance.

Note: Always click on the uploaded document to ensure it opens properly before proceeding. If the
reviewer is unable to view the document, it may result in a needless delay as changes will be requested to
upload the document properly.

C514.0  Are you using UPMC facilities and/or UPMC patients during the conduct of your research study? UPMC Fiscal
- ‘Resource
Submit a Document . T
¥ [@ives ONo Clear Title: If not provided, the name of the file ‘
) . ' will be used
1f Yes, uploa eted Research Fiscal Revi * Eila:
ile: Browse...
Name [ Show Advanced Options
There are no items to display
* Required [oK| [ oK and Add Ancther | [ Cancel

Managing your documents

» Itis important that all documents are uploaded into the appropriate sections. They may not be
reviewed if they are "dumped” into the last section of the application, Supporting Documentation.

» Do not ‘Add’ documents when you are uploading a revision of an existing OSIRIS document. It
becomes difficult for the reviewers and members of your research team to determine which version is
current.

o Use the ‘Add’ button for new documents not currently displayed in OSIRIS - (Add]
o Use the ‘Upload Revision’ for newer versions of existing documents - | Usload Revision

Scan a document

Paper copies of required documentation such as sponsor protocols, investigator brochures, and
correspondence must be scanned or converted to electronic copies. It is preferred that the documents be
scanned using an Adobe Acrobat PDF format but OSIRIS will accept MS Word or HTML format. Please
scan in a resolution no greater than 300dpi to comply with the OSIRIS file size limits. Scanning at a
greater resolution will result in unnecessary disk space usage.
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Upload consent form

It is important that you always start with a clean document and do not edit an existing
form. There are often hidden formatting problems which will prevent the IRB from approving
in a timely manner. All consent forms in a WORD format require the IRB footer so the
document can be watermarked (insert the dates and IRB #).

e Template is available on question 4.9

e You can use the template or copy and paste the footer to your form

It is very important that you manage your consent versions appropriately. Do not display
multiple versions of the same consent form. If you are using only one consent form for your
study, then only one should be displayed. Itis recommended that you use highlighting to
document your changes but it is also possible to use track changes.

o [4dd for a brand new consent form
o | UploadRevision |t reyvise an existing consent form

Once you upload a consent form into OSIRIS, always go to OSIRIS to edit the document. Do
not use forms saved on your computer as this may result in the wrong version being changed.
This applies to all documents uploaded into OSIRIS.
e In order to open a document in OSIRIS and edit, you must first save the document to
your computer. Then open the saved document to edit.
e If you wish to edit an ‘approved consent form’ already displayed in OSIRIS, you must
download the ‘Draft Consent Form’ from question 4.9.
o When a study is approved, OSIRIS makes a copy of that document which is
displayed as a ‘Draft Consent Form’
o Approved consent forms are locked and not editable

If you are being creative and using a new consent process or format (e.g., PDF brochure,
electronic process), please contact us at irb@pitt.edu and we will be happy to assist you.

» Go to Section 4, question 4.9
o Add a new consent form
= A new Browser window will open
= Title: add the title of the document

*  File: click on [(Browse.. ]and select the document on your computer
= Click OK to add the document to your OSIRIS submission

Submit a Document . F
.- L—p . If not provided, the name of the file
Draft Consent Forms foreditmm Title: will be tsed E
Add * File:

Mame Modified Date [ Show Advanced Options

There are no items to display
* Required | |[ OK and Add Another | [ Cancel |
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o Revise an existing consent form

Draft Consent Forms for editing: click on the Name and save to your computer
Open the consent form saved to your computer, make the edits, and save

Click on [ Upload Revision ]

A new Browser window will open

Title: Revise the existing title

File: click on [ Brewse.. |and select the revised consent form from your computer
Click OK to add the document to your OSIRIS submission

Note: You cannot open a document from OSIRIS and edit. You must first save the document to your
computer and then edit the saved item.

Draft Consent Forms for editing:

Name Modified Date

[ Upload Revision | CONSENT TO ACT AS A SUBIECT IN A RESEARCH STUDY 1/6/2012 11:06 AM

There are no items to display

Approved Consent Form(s): Title: COMNSENT TO ACT AS A SUBIECT IN A RESEARCH will be used
Name Modified Date * Eila: R i
Show Advanced Opbons |
* Required @ OK and Add Another || Cancel |

e om]

If not provided, the name of the file

> Preparation of the consent forms
o Use the consent form template or insert the required footer to your form

= 9 Font for shaded section of the footer

o If the IRB # or dates are displayed, then you did not use the required Draft Consent Form
for editing

Page 10of 1

University OF Pittsburgh Approval Date: «Approval Datexs IRB # «IRBNox»
Institutional Review Board Renewal Date: «Renewal Datex
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Return to Your Study

OSIRIS allows you to edit your study at anytime prior to the PI clicking on the submit button. Once the
study is submitted for review, changes can occur only if requests are made by the reviewers. The
system permits any listed member of the research team to edit the study. This section will demonstrate
how to identify the study you wish to edit, identify which sections are not completed (View Smart Form
Progress) and submit the study for review.

> Login
o Opens to your personal folder also known as My Home
o Always go to My Home if you get lost in the system
= Link to My Home is located in top right-hand corner of the page

» My Tasks
o All projects will stay in Pre Submission state until the PI clicks on the submit
button

> Studies tab displays all studies you are associated with in any state
o Click on the name of the study which will take you to that project workspace
o Same process for Renewals, Modifications, Reportable Events, Exceptions

My Tasks Studies Renewals Modifications Reportable Events Exceptions

> Edit Study
o Use this view to make changes to the IRB application

> Reviewer Version
o Provides a display of all the questions and responses without the Help links

» View Smart form Progress
o Identifies which sections are incomplete

Progress
Section Description  Progress
Triage Complete
Exempt Mot Required
Coordinating Center MNot Required
Current State Demo Study Cove.r Sheet . . - Incomplete
| Pre Submission | Study Title: Section 1 - Objective, Aims, Background and Significance Incomplete
" Section 2 - Research Design and Methods Complete
PL: Section 3 - Human Subjects Incomplete
IRB Staff: Section 4 - Recruitment and Informed Consent Procedures Incomplete
[ E5 Edit Study ] Mentor Required: —v Section 5 - Potential Risks and Benefits Incomplete
[% S ]/ Section 6 - Costs and Payments Complete
Section 7 - Qualifications and Source(s) of Support Complete
[ Q_View SmartForm Progress ] Supporting Documentation Complete
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Submit your study

» Click on Finish

o

@)
@)
@)

The button is replaced with a finish button when you reach the end of the
questions

You can click Finish once you reach the end of the smart forms

Any member of the research team may click on Finish

This does not submit the project for review

» Click on Submit Application

o Only the Principal Investigator has access to the Submit Application button
o Located only in the PI’s folder as an option on the study under My Activities
My Activities
m Submit Application
pres | Withdraw
o When the PI clicks Submit Application, the system will automatically check to make sure
all the required questions have been addressed
o If the system identifies incomplete sections within the smart forms, a window will pop up
listing all the incomplete areas. The top of the page is labeled “Errors.” Click on the 1%
error and proceed thru the list of required questions to be addressed. You can click either
Continue to save any changes to the page or click Save before proceeding to the next
page.
o As you complete each page, click Refresh on the ERROR page to have the system recheck
and remove the completed items from the list.
I Error/Warning Messages -
Message Field Name Jump To
This is a required field; therefore, you must CS03_1 university-upmc status of Cover Sheet 3.0 - 3.9 - PI 3
provide the required information. pi Information
e This is a required field; therefore, you must CS03_2 address of pi Cover Sheet 3.0 - 3.9 - PI
provide the required information. Information
° This is a required field; therefore, you must CS03_4 university school or dept  Cover Sheet 3.0 - 3.9 - PI B
provide the required information. assoc for study Information
° This is a required field; therefore, you must CS03_6 telephone of pi Cover Sheet 3.0 - 3.9 - PI
provide the required information. Information

Submit and no errors reported
o Click OK

o Once the study is submitted for review, it is now locked down and no further changes are

permitted unless changes are requested by a reviewer.
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Respond to comments from non-IRB reviewer

You have submitted your study for review and have received an email notification that changes are
requested. As stated previously, once you submit the study for review it is locked down and no further
changes are permitted. The reviewer must request changes within the application to unlock it for
editing. If they send you an email to make the changes but fail to request changes in OSIRIS, the
application will be locked and you cannot edit the application.

» When a reviewer requests changes, OSIRIS unlocks the study and editing is permitted. OSIRIS
will track every change made in the application(person, date, and time will be recorded)

> The first step is to login to OSIRIS and go to My Tasks. This section contains all the requests
for changes or clarifications from Pre-IRB reviewers to IRB review. This is your to-do list which
requires your attention. Remember to make the requested changes within the IRB application
or any uploaded documents if required. Responses to the reviewer comments are not archived
so remember to always edit the IRB application first before responding to the actual comment.

> There is a difference in the process for comments from the IRB versus other review entities
within OSIRIS (e.g., scientific review, radiation safety).

> Login

o Click on

= Search for the study which requires a response to comments
= Click on the Name of the study you wish to review

o PI and Primary Research Coordinator are notified by email that comments need addressed
= The notifications display a hyperlink which will redirect to the study workspace

Studies Renewals Maodifications Reportable Events Exceptions Others

This area shows all Protocols, Modifications, Renewals, Adverse Events which currently require you to perform an action. Click on the items for more
information.

Filter by &_ ID M Advanced
1D Name D) Date Modified  Type State Details
= PR012080001 11/9/2012 11:08  Study Changes Required By Scientific
AM Review
E REN12100004 REN for Demo Study - Renewal Due 12/13/2012 iEﬂfgf?Ul? 11:05 Renewal Pre Submission

> Click on 1 FAUSWIY on 4 revise the application

h R Submit Changes‘

» Once completed, the PI can click on to send it back to the reviewer

Current State

Demo Study Ppro120so001

Changes Required By

Scientific Review Study Title: Demo Study
PI: Richard Guida Study Coordinator:
IRB Staff: Review Type: Full Board
Mentor Required: no Special Categories
[ 3 Edit Study ] Population:

EL Reviewer Version

None

[ Q, View SmartForm Progress ]

My Agtiaitio W
Submit Ch This area shows instructions and guestions and important notifications regarding this research.
e Activity Author =) Activity Date

pres| Withdraw sr Changes Reguested by Scientific Reviewer Barcic, Patty A 11/9/2012 11:08 AM EST

Pre Review Status Attachments Change Log

g Question 5.5 is answered No, but the committee felt the research procedure does remotely have the potential to cause genetic mutations.
Please change your response to Yes and resubmit.

‘ o1 | Application Submitted Guido, Richard S 11/9/2012 11:06 AM EST
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Respond to comments from IRB reviewer

The IRB may request a clarification response and/or direct edits to the application.

If no changes are required within the application:
e You can respond by going to the Reviewer’s Notes and use the ‘Click here to respond’ link.

If changes are required within the application, it is a two-step process to respond:
e Step 1: Go to the page and edit the application

o Be sure to click ‘Save’ =2 Bt | HideiShow Errors | Bint. | ume 728 hefore exiting the page
e Step 2: Let the reviewer know you made the requested change
o Click fespanse Required! Click herg to respond... to document the change was made
o Important: This documentation does not stay with the application so make sure you
edit your application if you wish to document your response

There are two ways to view the IRB reviewer comments:
e 1% way: Go to the study workspace, click on to view the comments

« 2" way: Go to the study workspace, click on =3 9t SWdY anq then use the [ Reviewer Note | tiext)
button to move throuah the comments

> All projects requiring your response will be displayed in in your personal folder
> Click on the name of the project that is underlined

My Tasks Studies Renewals Modifications Reportable Events Exceptions Others
This area shows all Protocols, Modifications, Renewals, Adverse Events which currently require you to perform an action. Click on the items for more
information.
Filter by & ID M Clear | Advanced
= Date -
D Name S iaad Type State Details
[ PRO12080001 Demo Study 11/9/2012 Study  Changes Required By Changes required by IRE - Requires PI to submit
11:31 AM IRB Staff (PPC) changes, HIGH PRICRITY (11/3/2012)_

» Click to view all the comments
> Click Pump To: 7.2 - All Sources of Support| to go the page to edit the application and don’t forget to save

> Click M Response Required! [iick here to respond... to select your response and click on to save

History Reviewer's Notes Pre Review Status Attachments Change Log

Filter by &_ Type - Clear | advanced

Type Reviewer E'o%‘izil"r:d
?Lfrgpcpt?:n?.ez Ffi?lusec‘nssrces o:’ Support LF Request Completed ~ - -

Published on 11/9/2012: Tl T MCS L

2 . . Dispute Request
The abstract discusses federal funding for this research st 4 Further Info Required
grant application used to support this study.

L Response Required! Click here to respond... -

PPC Change Request
Jump To: 4.1 - 4.2 - Recruitment Methods - Version 2

Published on 11/9/2012:
Question 4.2 - Submit the flyer to be used for recruitment

M Response Required! Click here to respond...

body p

m
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Alternate process: Click = F4USMY ony then click to reach the reviewer notes. Many find this
a much easier process but it is still a 2-step response: edit the application and then select an option as
noted above

Sawve | Exit | Hide/Show Errors | Print... | Jump To: - Triage 1.0 - 2.0 - Start Protocol -~

) Reviewer Note

> Below is an example of a page view where the investigator uploaded the flyer as requested and
documented the response. Any study team member can respond and make changes, but only the
PI can submit the changes.

Ls Request Completed - Richard Guido - 11/12/2012 2:48 PM

Question 4.1 - I checked the Advertisement box and uploaded the flyer to be used for recruitment.

Section 4 - Subject Recruitment and Informed Consent Procedures
4.1 Select all recruitment methods to be used to identify potential subjects:
Advertisements
Honest Broker System
Recruitment Letters and/or Scripts
Research Registry
CTSI Research Participant Registry
Waiver of informed consent to access and record identifiable medical record information
Office of Clinical Research, Health Sciences Study Listing Website
Other Strategies: Described below

OEOOCOOCOO®

Mot applicable, no subject interaction will occur

Advertisements

Upload the advertisements for review:

Name Modified Date
| Upload Revision | Recruitment Flyer version 11.1.2012 11/12/2012 2:49 PM[ Delete |
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Current State

You can easily identify the current state of your study.
» Current State - displayed on the top left corner of each project summary page
Once a study has been Renewed, the field also displays the current status of
enrollment
» History tab - provides a running list of all activities performed
Can easily identify the person requesting changes or clarifications

o

o

Provides the name, link for contact information, date/time activity performed

Examples of Current Study States:

Current State

‘ Pre Submission

Current State

Changes Required By
Scientific Review

Current State

| IRB Review (PPC) |

Current State

Current State

Changes Required by
Expedited Reviewer

Vice Chair Expedited
Review

Approved

Enrollment closed,

Approved

[ ] view Study

[E. Reviewer Version

My Activities
pras| Study Complete - Final
Report

pres| Suspend Stud

pras| Early Terminate Stud

o

Send Comments to IRB
Staff

[ [ Mew Reportable Event

E New Modification

E New Renewal

[ Mew Exception

Coordinator(s):

Long-term follow-up Open to enrollment Completed
Example of History display:
d
Approve Demo Study eroi2100002
Study Title: Demo Study
PI: Richard Guido Mentor: yes Christopher Ryan

Number of Subjects 22 Current Study Risk: Greater Than Minimal

Approval Letter: View Modifications: 0 Reportable Events: 0

Approved Consent Forms: Expiration Date: 11/28/2013

Name

There are no items to display

I History ! Attachments Modifications Renewals Reportable Events Exceptions Other
mweTOInplete history of the study
History
Activity Author =) Activity Date
RRC Approved Lee, Ann 11/8/2012 3:51 PM EST
4 View Correspondence Letter

RRC Finalized Consent Forms Les, Ann 11/8/2012 3:51 PM EST
= Approved By Scientific Reviewer Barcic, Patty 4 11/8/2012 3:33 PM EST

[ ]

ﬁ 0 Changes Logged. Response to Question 5.5 wa

&a)

Ment

ﬁ Well designed study with sci

[en]

£ Your study will be

Changes Submitted

Changes Reguested by Scientific Review

Question 5.5 is answered No, but the co

Please change your response to Yes
Approved by Mentor

Application Submitt

Guido, Richard §

Barcic, Patty A

resubmit.
Rvan, Christopher M

tific merit. Ready for submission to the IRB.

Guido, Richard S

11/8/2012 3:33 PM EST

hanged to Yes and all the branching questions addressed.

11/8/2012 2:00 PM EST

ittee felt the research procedure does remotely have the potential to cause genetic mutations.

11/8/2012 1:57 PM EST

11/8/2012 1:55 PM EST

mitted when your mentor, Christopher Ryan (U of Pgh | School of Medicine | Psychiatry) has approved this submission

Note: Click on the Author’s name to obtain contact information
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Email Notifications

OSIRIS sends email notifications to specific persons/offices based on your response to questions.

Approvals may be needed from the following before IRB review will commence:
Scientific review

Radioactive Drug Research Committee (RDRC)

Conflict of Interest Committee (COI)

Institutional Biosafety Committee (IBC)

Office for Investigator-Sponsored IND and IDE Support (O3IS)

Offices notified but approval not required before IRB approval can be granted:
e Investigational Drug Service (IDS)
e UPMC Office of Sponsored Programs and Research Support (OSPARS)
e UPMC Mercy Religious Directives Oversight Office
¢ Human Stem Cell Research Oversight (hSCRO)

Email notifications are always sent to the Principal Investigator and Primary Research Coordinator. All
members of the research team will receive an email notification if the study is suspended, expired or
completed.

Examples of email notifications sent to the PI and Primary Research Coordinator:
e Submitted for mentor review

In IRB review

Assigned for committee review

Changes requested by reviewer

Final report accepted

Send comments to study team

Important Reminder: The IRB utilizes the information provided through HSConnect in order to
communicate with research teams. It is important to remember to update your profile if it changes or at a
minimum, annually. All changes must be made on the HSConnect site (www.hsconnect.pitt.edu). No
changes can be made within the OSIRIS system.
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Create a Modification

If you wish to make any changes once your study is approved, you will need to create a New
Modification. The modification process produces a copy of the currently approved study. There are (2)
types of modifications available. Please choose carefully.

1. Create a Mod Lite if the reason for the modification is ‘change a member of the study team’
(except for the PI). This process does not copy the entire study but only specific questions related
to changing study team members. You are not permitted to make any additional changes. The IRB
review time is 24-48 hours.

2. Create a Full Modification for all other changes. In this process, OSIRIS copies all sections of
the currently approved study including attachments (uploaded documents). You can edit any of
your responses, edit uploaded documents, or add new documents.

All edits to the application require a justification/rationale for each requested change. The IRB is
unable to review/approve a modification without performing a risk/benefit assessment based on the
justification/rationale for the changes.

To complete your Modification Request, you will need to make the necessary changes to your IRB
protocol, consent, or other documents. If any new questions were added to the OSIRIS application, you
will be required to respond during this modification process.

If you wish to revise an existing document, be sure to save the existing document to your computer, edit,
and then click on the Upload Revision button. Do not use the ADD button and display several versions of
the same document. The ADD button is reserved only for addition of new documents.

Step 1: Go the Approved Study workspace and click the button to create a New Modification

m New Reportable Event

ﬁ New Renewal

[
[ [ New Modification
(
[

Mew Exception

Step 2: Click on the View Modification Cover Sheet and answer the questions M1 - M13. Your responses
determine if any Pre-IRB reviews are required.

<= Back Save | Exit | Hide/Show Errors | Print... | Jump To: {24, - 5.0 Number of Study Sublects =
>! Reviewer Note Modification Coversheet
- 1.0 - 3.0 Start Modification Coversheet
Type
- 4.0 - 5.0 Number of Study Subjects
Current State There are no items t| - 5.0 - 12.0 Pre-IRB Review Groups
| A d | - 13.0 Current Status of Study
Fowve
pp - Helpful Information for Maodifications
Modifications
M4.0 How many subjects have been entered into this research study since initial IRB approval?
*
[ [=5] Vview Modification Cover Sheet ] 3
View Modifiable Stud
[ (== ¥ ] M5.0 What is the total number of subjects to be enrolled at this site, including subjects to be scre|
[ =] view Change Log ] 210
[ é’ Reviewer Version Mod Cover Sheet ] M5.1 Will currently enrolled subjects be re-consented?
.Jél,, Reviewer Version Mod Study ]
* Yes @No Clear
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Step 3: Click on View Maodifiable Study button to access a copy of the currently approved application. This
link is also available on the last page of the modification coversheet. DO NOT RE-ANSWER all the
questions. Use the Jump To: link located at the top of each page to go to the section you wish to edit.

Save | Exit | Hide/Show Errors | Print... | Jump To: i - Tnage 1.0 - 2.0 - Start Protocol %
- 4.12 - 4.14 - Informing Subjects, Exception to Policies for Informed Conser *
fied

Section 5 - Potential Risks and Benefits

There are no items to| - 5.1 - Risks - Version 2

- 5.4 - Physical/Psychological Risk to Pregnant Women/Fetus
- 5.5 - Risk of Genetic Mutation Leading to Birth Defects

- 5.6 - Alternate Diagnostic/Treatment Approaches
- 5.7 - Endpoints Discontinuing Participation
haracters or less):
- 5.8 - 5.11 - Access to Research Data/Documents

iated - 5.12 - 5.13 - Participation Offers Direct Benefit, Monitoring Plan

- 5.14 - 5.17 - Precautions Concerning Privacy and Confidentiality

Step 4: Add a Justification on every page edited. Use the Reviewer Note located in the yellow header
on the top left corner of each page to add your justification and include a summary of changes requested.
Click on the 'Add' button to add the required scientific, clinical, or administrative rationale.

I Save | Exit | Hide/Show Errore | Print... | Jump To: - 5.1 - Ricks - Version 2 =
> Reviewer Note |
(& Add Reviewer Note - Windows Internet Explorer ... EIEI&J .
Type e P Reviewer Date Created Date Modified
|@ https://dev.osiris.pitt.edu/ osiris-dev/ResourceAdministration/P @ =| display

Don’t forget to click the OK
button located in the bottom
right corner of the textbox. It
is sometimes hidden and you
need to move the browser bar
down to display the button.

Section 5 - Potentigl| * Type: -

* Note:

)

5.1 Describe potential risks (|| d follow-

up,/monitoring procedure:

7\

*

incidence

Update Review of medid | , o v
record L

Tip: Click on the Hide/Show Errors link noted located in the blue section at the top of each page to
check for any errors (unanswered sections)and if found will be displayed at the bottom of the page. It is
strongly recommended that you click on this link before sending to the PI for review.

My Activities
[ras| Submit Application

Step 5: The PI must review and submit for IRB review
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Create a Renewal Report

All expedited and full board studies are required to be reviewed and approved at least annually. The IRB
committees have the latitude to require more frequent reviews based on the risk of the study.

You will need to go to the Approved Study workspace and click on the button New Renewal. You will
answer a series of questions and complete a summary table of subject enrollment.

> If this study was previously renewed, be sure and review last year’s Renewal Report. The
IRB often finds discrepancies in the summary of subject enrolilment. Go to the Approved
Study workspace and click on the Renewal tab that displays all of the Renewal reports. Use
the textbox to address any discrepancies or issues that you feel the IRB may question.

> It is important that you submit your Renewal at least 5 weeks prior to the expiration date.
The federal regulations require that the IRB approve the Renewal before the expiration
date (submitting the application does not constitute approval).

Step 1: Go the Approved Study workspace and click the button New Renewal

m Mewi Reportable Event

[ New Modification

E. New Renewal

S AN E L L

[
[
[
[

MNew Exception

Step 2: Click on the View Renewal to answer the series of questions

Current Status

| Pre Submission |

[ﬁ View Renewal ]

[_ Reviewer Version ]

Step 3: Answer the Study Status question carefully. If you select ‘permanently closed to additional
enrollment’ and decide you wish to enroll additional subjects, you will be required to submit a new
study.

**Select your options carefully:
If any of the "Permanently closed to additional enrollment” options are selected, enrollment cannot be re-initiated unless a New Study is submitted

2.0 Study Status
Current status:

() remains ongoing (open to additional subject enrollment)
) remains ongoin ermanently closed to additional enrollment but subjects continue to undergo research-related activities

~ remains ongoing (permanently closed to additional enrollment and subjects have completed all required research activities but the research remains active for long-term follow-up
- of subjects™). Renewal mav be expedited.

(@ remains ongoing (the ONLY research activity is data analvsis). Renewal may be expedited.

My Activities
pres | Submit Application

Step 4: The PI must review and submit for IRB review
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Point to Consider When Preparing your Renewal Report

> Data and Safety Monitoring reporting
o Local plan is the research team meeting
e Answer the series of questions
o Actual convened Data and Safety Monitoring Board (DSMB)
e Answer the series of questions
e Upload the most recent meeting minutes from the last convened meeting
e Some are local while others are off-site at other institutions
e Some studies require more elaborate monitoring — independent boards or special
requirements (Department of Defense Studies (DoD) requires medical monitors)
> No or low enrollment
o Provide a plan for increasing recruitment if you wish to continue the study
o The IRB may assess whether it is acceptable to let the study continue if is likely the study
will result in no generalizable outcomes
> Reportable Events
o Remember you can submit a Reportable Event at anytime
e If any issues are identified during the preparation of this report
e If problems are identified during a DSMB meeting
> Created a Related Modification
o You are permitted to submit a related modification only if it is safety related issues
e If it is not for a safety related issues, you are required to wait until the Renewal is
approved and then submit a Modification
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Create a Reportable Event

If you need to submit a Reportable Event, go to the Approved Study workspace and click on the New
Reportable Event button. You will answer a series of questions and provide a detailed description of the
event.
> You will select the type of report to be submitted: adverse event, other unanticipated
problem involving risk to subjects or others, or deviation or non-compliance.
o Review the HELP text definitions to determine the type of report to submit

> Reportable Events can be submitted at any time once the project is approved
o This applies even if a Renewal, Modification or any other project is in process

> If you are unsure whether the event meets our reporting guidelines or have any other
questions, please contact the IRB Adverse Event Coordinator before proceeding.
o Contact Jamie Zelazny via email at zelaznyjh@upmc.edu

Step 1: Go the Approved Study workspace and click New Reportable Event

[ E Mezvw Reportzble Event

Mew Modification

[E Mew Renewal

LA LS LN

[ Mew Exception

Step 2: Click on Edit Reportable Event and answer a series of questions.

Current State

| Pre Submission |

[ ¥ Edit Reportable Event ]

[ £l Reviewer Version ]

Step 3: Answer a series of questions

RE 5.0 What is the reason for submitting this report?
Reason

) Adverse Event

() Other Unanticipated Problem involving risk to subjects or others

) Dewviation or Non-compliance

Step 4: The PI must review and submit the report for IRB review. If needed, a Related Modification can
be created and submitted with this Reportable Event.

My Activities
pres | Submit Application

pies| Create Related
Madification

ﬁ Send Comment to Stud

Staff
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Create an Exception Request

Investigators must follow the IRB approved protocol and are not permitted to deviate from the plan
unless there is an immediate risk to a research subject or IRB approval is obtained. It is possible to
request an exception to deviate from the currently approved protocol but appropriate justification is

required before the IRB will consider the request. In addition, approval may also be required from the
sponsor and possibly the FDA.

» The Exception Request is to be used for deviations that have not yet occurred. If you have
already deviated from your protocol, you must submit a Reportable Event.

» If the need for requested exception is likely to be repeated in the future, the investigator will be
instructed to submit a modification as only one exception may be approved by the IRB.

Step 1: Go the Approved Study workspace and click the button New Exception

[ E Mewr Reportable Event ]
[ Mew Modification ]
]
]

ﬁ Mew Renewal

[ Mew Exception

Step 2: You will answer a series of questions and provide a justification for the request.

Step 3: The PI must review and submit for IRB review

My Activities
pres | Submit Application

Step 4: The Exception Request will be reviewed by the IRB Chair or designee. You will receive an email

notification informing you of the decision. You may not proceed until you receive the IRB Chair’s
determination.

Approved
[ Edit Exception ]
[ £l Reviewer Version ]

Note: Even if the sponsor approves the exception, it cannot be implemented with the University of
Pittsburgh IRB approval.
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Create a Final Report

It is important that you close out your study and don‘t just let it expire. Just like the other submissions,
you will be asked to respond to a series of questions.

» Two options:
o Final Report-Study Completed
o Early Termination

» If you are leaving the institution, it is your responsibility as the PI to either close the study
or modify the study to add a new investigator to assume the role as PI. One of these
options must be submitted and approved by the IRB before you leave.

Step 1: Go the Approved Study workspace and select the appropriate activity: Study Complete-Final
Report or Early Terminate Study

=

y Activities

pres| Studv Complete - Final
Report

pies | Suspend Study

Early Terminate Study

Send Internal IRB
Comment

Send Comments to IRB
Staff

Send Comments To
Study Team

g Q@& i

Step 2: A form will be displayed and you will be asked to respond to a series of questions.

Study Complete - Final Report

Approved
Enroliment closed, [ submitReportto IRE || SaveReport |
Long-term follow-up —
FR1.0
Since the study began, how many subjects have been entered into this research study at all sites under the =
[ [ view Study ] authority of the University of Pittsburgh IRB? Do not include those subjects who failed to meet the inclusion criteria
- - during screening.
[_E. Reviewer Version ]
*
My Activities
| FR1.1

Total number of subjects approved to undergo research related procedures at all sites under the authority of the

pres| Studv Complete - Fina
Report University of Pittsburgh IRB (pre-filed based on question 3.11)?

pres| Suspend Study

=i Send Internal IRB 210
Comment
o Send Comments to IRB
Staff
FR2.0
ﬂ W Did subject accrual reflect the ethnic and racial demographics of Pittsburgh and the surrounding area and/or the
=tudy Team relevant patient population of the UPMC; or the demographics of the alternate site(s) where this research is being
conducted?

[m Neve Repartsble Event ] ) )

Mew Modification ] ¥ OYes ©ONo Clear
)
J

[ E MNew Renewal FR3.0

Have there been any other unanticipated problems, not previously reported, that meet the University of Pittsburgh IRB
reporting guidelines (e.q., adverse events, medication or laboratory errors, unintended disclosure of confidential
information or privacy issues, etc.)?

* (O Yes (O No Clear

[ Mew Exception
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Step 3: It is important to note that if the PI answers the questions, he/she can just use the button at the
top of the form to submit. If another member of the research team creates the document, the PI must
review and submit the report.

[ Submit Report to IRB ][ Save Report ]

1Is this final report ready to be sent to the IRB for review?
* O Yes () No Clear

** Note that only the PI can submit this report for IRB review.
If vou are the PI, click "Yes" and then "OK" on the bottom right corner of the page to submit the report for IRB review.

If vou are NOT the PI, click "No™ and then the "OK" button on the bottom right corner and the report will be saved for PI review/submission or further
editing.

To revise this form after clicking OK, go to "My Activities™ and click on "Study Complete - Final Report.”

Step 4: The report is reviewed by the IRB Chair and if acceptable, the current state on the Approved
Study workspace will be display completed.

Current State

Completed
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Create an Exempt Application

The IRB does not actually approve an exempt study but instead makes a determination that the project
meets at least one of the federal exempt categories’ criteria.

» Annual review is not required and no expiration date will be listed on your approval letter

» It is very important that you close-out your project when completed or if you leave the university.
Faculty mentors are responsible for oversight of student projects and should ensure exempt
studies are completed and closed-out in OSIRIS before the student leaves the university.

» The Exempt Review process is also used for projects designated as ‘Not Research’ or’ Does Not
Involve Human Subjects’

Students are strongly encouraged to meet with an IRB staff member before initiating the IRB application.
This is especially important if the study is being conducting outside the U.S. or if children will be research
subjects.

Important: Exempt applications have a special pathway in OSIRIS with limited questions — do not use
the jump to menu to bypass questions until you have answered all the questions up to E1.0 to set the
exempt pathway.

> Follow the steps to Create a New Study on page 4 of this document
» Use the continue button on the right side of the page to build your application

> When you get to question T4.0, answer Yes

T4.0 Does the proposed study qualify for "exempt’ IRB review or for a determination of either 'not research’ or 'no human subject’ involvement?

* @Yes (O No Clear

> Click on Resouree |0 atod to the right of T4.0 for detailed information before proceeding

Exempt Studies and Determinations that a study Does Not
Involve Human Subjects or is Not Research

Click here to access the Exempt web page and information on
submitting and obtaining forms for Exempt Studies and
Determinations that a study Does Not Involve Human Subjects or is

Not Research.

» You are now in the Exempt Review pathway

Triage Section
E1.0 Which category applies to your proposed research study?

Categories
) Evaluation of educational strategies, curricula, or classroom management methods

Tests, surveys, interviews, or observation of public behavior

1 Analysis of data currently in existence [e.g., research records]; (not applicable to medical records)

1 Medical record review with certified honest broker

() Retrospective medical record review by investigator who is part of the UPMC/covered entity workforce
() Research with biological specimens

.~ Reguest for a determination that planned activity is not research or does not involve human subjects (not applicable to medical record reviews or research with
= biological specimens)
Clear

E2.0 Upload the exempt category form(s):

name Last Modified Version

- Exempt 11/13/2012 9:30
Bomot oo A
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Seek a "No human subjects” or "Not research” Determination

> Follow the same steps as are described above for an exempt determination
> It is normally best to use an exempt form that is specific to the type of project you plan to conduct.

o You can specify which determination you are requesting in the uploaded exempt form.
o The form “"Not Research or Does Not Involve Human Subjects” is rarely used.

» Contact askirb@pitt.edu with any questions prior to completing the form.
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