October 10, 2008

Dear iStar users,

We are getting ready to make a major upgrade to the iStar system, which will become
live on October 20th. The system (iStar) will be unavailable during the weekend prior
(October 18 and 19).

What are we changing and how will it affect you? In addition to the numerous bug fixes
and the system upgrade that should help boost performance, there are three areas where
you will see significant change:

1. Continuing Reviews: The most dramatic change by far is to the Continuing
Review form. We have retooled this form to make it easier to fill out and more
compliant with current federal regulations. The change will be immediate as of
October 20th, so any in process continuing review will show the new form. If
your Continuing Review is submitted prior to the 20th, you do not need to
complete the new form unless directed to do so by the IRB . All new Continuing
Reviews must complete the new application.

2. Amendments: You will be directed to make all changes to a study on an
amendment in the "Modified Study"; changes to study personnel have to be made
on the modified study in the amendment. You are also asked a new question about
the accuracy of your abstract in the amendment application.

3. Studies: You are will be allowed to designate the iStar access level of staff to the
study in iStar. You can continue to give them their current access (where study
personnel are allowed to open continuing reviews or amendments, for instance),
you can restrict them to read only, or you may give them NO access to the study
in iStar.

There are many other changes in addition to those mentioned above. A complete list will
be available on iStar after the update.

Please let us know if you have any concerns or issues at istar@usc.edu.
Best Regards,

the iStar development team
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IStar
Changes of 10/20/08

Spotlight: Continuing Review
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Why Continuing Review?

We have been working on a new review system
for the IRB that increases ease, speed and
accuracy of review. This made us look again at
the data we are collecting.

Accreditation and Compliance

Same principles for review of forms is true of
someone filling out the form
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Guiding Principle:

When asking a question, provide whatever

information you have to the user to help him/her

answer it.

o We ask questions on the forms, but hardly ever show
anyone any information on them.

o It is cumbersome to have to go hunt down the data in
iStar to fill out an iStar form.
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New Form — Page 1
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Old Form — Page 2
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Do your own adding

Hunt for your
approved Target
Accrual and previous
Enrollment

If not ONLY numbers,
messes up
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know about low
enrollment, not just no
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= Number of Subjects
o Easy to read/understand
o Does the addition for you

o Pulls data from study and
last CR (if exists)

o Warns about over-
enrollment or near
complete enrollment

a If change previous
enrollment, then asks why

o Provides ability to explain
complicated enrollment
issues

o Low enrollment clarified
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New Form — Page 2
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New Form — Page 3

= Complaints and
Withdrawal

3. Complaints and Subject Withdrawal
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Old Form — Page 4

Issues

o Difficult to answer —
need to navigate
away to find out

o Not specific

o 4anot useful — need

to submit RE, not
describe here

= New Form
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New Form — Page 4

= Reportable Events
o Show REs since last

4. Reportable Events Since Last Review
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|ld Form — Page 5g

= Issues
o Not always have
“results”

o Odd place to look for
Abstract changes

o No way to add
documents

o Sometimes hard to
answer about risks
without having the
Study risks in front of
you

= New Form

5. Summary of Resaarch Results
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= Research Progress
o Not just asking about results!
o Can add documents

= Study Risks

o Show risks and Protocol
from main study

= Abstract has its own page
(new page 8)

5. Summary of Research Progress
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Old Form — Page 6

= Issues
o What about new
Information? Does
it qualify as new
Findings?
o No ability to
upload documents
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New Information
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Informed Consent

7. Informed Consent and Addenda

P ag e 7.1 The Current Approved documents associated with Informed Consent and recruitment are
shown below. Please select the documents you anticipate using in the coming year. {Please
note that documents not checked will not be stamped)

o Shows current o e

Consent Form 10-23-08 [10/28/2008 2:21 P
approved ICs

Spanish |G 10-23-08

o Can select which
ones you will use

v

changes.

form section)

o Link to current IRB
consent form
template

Do any of the above documents require modification? O ves (OMNo Clear

(C I ean S u p Stam ped If you answered "yes" to 7.2 above, please open an Amendment to make the required

IRB Informed Consent Templates and Forms

Guidance
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= Study Abstract page

o Show current study
information

o Does not
automatically update
abstract (only when
you say “no”

o Easy paste into box
for editing
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Old Form — Page 7

7. Conflict of Interest and Other Materials
mediate family'significant other) have a financial andsor intellectual property interest
Materlals" Oves ONo Clear

Issues 55 S Guidance
of the parti ng study investigators or other research personnel (or their
113
D Oth er n the sponsor or products used with this project? (See Guidance for CHLA Conflicts of
Iterest and Commitment in Research policy.)
u est I On 1 ust 741 fyes, attach a completed Financial and Intellectual Interest Disclosure Form for each person
J who has a potential con to be managed. (download the form here}

taCked On at name Wersion Modified
the end There are no items to display

72, Tothei i s does the Institution have financial and or intellectual ~ Guidance
* property interests in the sponsor or the products used in this project?
Oves OMNo Clear

New Form

7.3.  Please attach the current versions of any applicable documents not already located on Guidance
this site. Do not attach copies of Informed Consents, Protocols, Interim Reports, or
Recruitment Materials. Only submit icati ot other appropri
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Conflict of Interest

Page 10. Conflict of Interest
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= Reminders!

99. Instructions for Submission
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