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Creating an Amendment

Important Information
e Amendments can be submitted on approved studies only.

e Only one amendment can be in process at a time for each study.
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Amendment Instructions

« Submit Adverse Events before contimsing with this Amendment

amandment n ceder for them to autematcally deglay o the amendment cover sheet, This wil allaw the reviewer to consider the
amendment in the context of the AE/ORIO report
* Complate the Amendment in two parts:

sent when this is completed,
) edit the copy of the application: Chck Edit/Revew Study to make the changes proposed in this amendmant and sutsmt
the amandment to the IRE.

[Fe Amendment Tithe (lmited to 256 characters )

[HUM00014348_smendment - Wed A 25 08142151 EDT 2007

This is being for the followl:

Study Tithe: Sample Study T
P

Expiration Date:  7/23/2008
eResearch ID:  HUMDDDI4348
GORE T

Cancer PRC 10:

1 this amendmant i in responss to an adverke svent (AE) o other raportable information and cccurrence (ORIO] that has Rot yat been
submitted for review, chck the Back button and select New Adverse Event/ORIO, AE/CRIOS must be submitted prior to the wbaton of the

1) Complete the cover sheel: Summanze the proposed changes nchuded in this amendment and chck Continue, The eResearch system
will take & few moments to cheate your amendment applcaton by making a copy of the currently approved study. An emai nothcation is

Amendment Cover Sheet
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1. Amendment Cover Sheet
Thes amendmant is being submitted for the folowing appheation:

Study Tithe: Sampls Study il
oz

Expiration Date: 7/23/2008
eResearch I HUMO0O14348

GORC T

11" Amendment Tithe {limited fo 256 characters):
5 [HUMO0014348_Amendment - Wed 25 05:42:51 EDT 2007
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Ramaining subjects to ba snrofed: | ]
13" Frovide up to she keyword descriptors for this Amendment.
l 3
14" Proposed changes:
Salact 3l that apply:
Comaspondng
¥
Description of change Spiciaticy o
[ Changs to the nsk leval or anbopated benafits to research  Section 6 -
mubjects Banafits o Risks
- = = Secbon 10
I Change to the informed consent document or process s bl
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Click _centinue == |afterreadingthe

Amendment Instructions.

Note: If this amendment is in response to an
adverse event (AE) or other reportable
information and occurrence (ORIO) that
has not yet been submitted for review,
click the Back button and select New
Adverse Event/ORIO. AE/ORIOs must
be submitted prior to the initiation of the
amendment in order for them to
automatically display in the amendment
cover sheet. This will allow the reviewer
to consider the amendment in the
context of the AE/ORIO report.

4. Optional: Enter a title for your amendment.
Leave the original study number in the
amendment title unless directed by the IRB
to follow a specific naming convention.

Note: Once approved, the amendment is
accessed through the original study.

5. Complete the remaining fields on the form.

6. Click Continue >*
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Amendment Copy Currently in Progress

eResearcHiVl

1-1. Amendment Copy Currently in Progress

Amend Currently Approved Application
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You have complated the amendment Cover Sheel. The next step in the asendment process & 0 rense the curently approved
apphcation and any assocsated documents [e.g., your nformed corsant document) to reflect the changes proposed m this
mendmant.
Te maka revisions NOW: Chick the lnk balow te cpan an adtable copy of the curmently approved application,
To make revisions LATER: Chok one of the “Fiwsh® buttons n the nght-hand comers of the screen to retumn to the Amendmaent
Werkspace. From the Amendment Workapace, clck the “Bdit Amendment Apphcation’ Buttan when you chooss 1o resume werk on
Your amendmant.
After a1 revisions have basn made, the Pl must chek the "Submit Amendmant” button on the Amendment Workapacs 1o ritiate the
review process. After submesseon, the amendment appbcation s locked and no further changes can be made unless requested by a
o
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Note: This screen informs you that the system
is currently creating a copy of the approved
application. The system will notify the study
team members selected in section one via
email when the amendment copy process is
complete.

7. Verify that the check boxes are selected
next to the names of the study team
members who should receive email
notification.

8. Click Finish.

Note: This screen will only appear if the
amendment copy process has completed
before step 9.

9. Click the Click here to make changes to
the currently approved application link or
Finish to navigate to the amendment
workspace.

Note: Click the link supplied in the email
notification to navigate to the amendment
workspace.

10 Click[ B Edit/Review Study ]to

make changes to the amendment.

Note: If the amendment includes changes
to the study team members, please note
that newly added Co-Investigators and
Faculty Advisors will need to accept their
role prior to submission.

11. After making all changes to the amended

application,

_ pr| Submit Amendment
click

Note: Only the PI can submit an
amendment.
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Submit Amendment Window

Submit Amendment 12. Complete the Conflict of Interest form.

N sinapentne eSS ey 13. Select the checkbox to indicate that you will
abide by the Investigator Assurances.
In order bo submit ths apphcation, you must read and complete the followng questions. Il you are
nat raady to submit your appheation, click Cancel and you will be ratumed ta the study warkspace
where you can make further modifications or exit the syatam.
. 0K
Click _|

14.

Upload or update your CV, resume, or biegraphical sketch. N 0 te .

Credentials:

Bl feeo Track the progress of the amendment

Maarmae Version

o using your Home Workspace in
Conflict of Interest: In PngrESS
[~ N Do you receive income greater than $10,000/year or have any other significant

finandial interast (stock, stock options, debt, securlty, or capital holdings, etc.) in .
e bt Once the amendment is approved, the

+ a business commercializing a product that the research is intended to evaluate or

further develop, or amendment is viewed under the Study.

+ a party whose financial interests would be directly and significantly attected by the

HESGSIch? Use the Amendments tab in the Study
C¥es Fho clsar Workspace to view the amendment.

- [edit]

T yes, answer B lollowing questions. T no, scroll down to Tnvestigator Assurances.

c1.1 Where have you a e of Conflict of

Select ona:
UM Medical School Conflice of Interest Committee
UM OVPR Conhct of Interest Commitlee

T Hawe not subimit e disclosre

c1.2 Has a management plan been formalized?

Cyes © No Clear

CL2.1 If yes, attach the management plan hera.

2|
Name Versian
Thire are no tems to deply

€122 1f no, describe the fi ial interest in ient detail to permit the IRB

if such p a conflict of

interest and for should be disdosed to potential research subjocts in the
infermed consent form.

A

Investigator Assurances:

1 cortify that the information provided in this application ropresents an accurate description of

the intanded study.

1 agree to follow and abide by University policies and procedures, as well as by federal, Stata,
and local regulations conceming the protection of human subjects in research, incleding, but
nat hmited to:

« Conducting the research as desonbed the TRE-approved apphcation,

= Implementing ne changes in the approved study, incheding the informed consent decument, without
prior approval of the IRD.

Submmutbng Schedulerd Contung Review Appheations, mchuding project terminabon, in a tmely
manner.

Mobifying the IRB of any adverse events (AEs) or other reportable miormation or eccurrences
{ORIOs) in accordance with the terms of this approval and published IRE guidelines.

T understand that s Prncgal Tnvestigator, T assme full rosy y for thi conduct of the
study, and for the protection of the rights and welfare of human subjects invelved i this
research.

T agree Lo abide by the abowve assurance state

Chek OK to sashmit thes apphcation for review, Do not furthes edit thes apphcation unless mstructed to
do so by 3 review committee. You will be notified by emal as review committee approvals are
granted er demed.

= Required

ok| _cancel
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