ME;;’::::L':S:E.S eResearch

UMASS Medical School

Job Aid Title Change of PI
Relevant Users Principal Investigator (PI), Additional Contact, Study Staff
Covered Topics How to submit a Modification to change the PI of an approved study

» Active study staff or the outgoing PI must create a Modification to change the
Principal Investigator for an approved study. The incoming PI then submits the
Modification. Changing the PI cannot be done using Edit Research Staff.

1. Create a modification submission
0 Ifyou are the new PI and are ready to submit, skip to Step 3: Submit the
Modification.

0 Once in the “Parent” study (i.e. the study’s initial submission in eIRB) select the
New CR/Modification button shown below.

CR/Modification
New CR/Modification

0 Select Modification in (1). Then, review the Current Protocol Status in (2) and
select any of the four statements that are true or not applicable. Click Continue.

<= Back Save | | Print... Continue >=>
Continuing Review and Modification /
[
Protocol ID:
Study Title:
1. * Continuing Review /Modification:
£ Continuing Review
€ Modification l

' Continuing Review and Modification
Clear

&

2. Current Protocol Status. Check all that are true or not applicable
[~ The research is permanently closed to enrollment at this institution.
I~ Al subjects enrolled at this institution have completed all-research related interventions and interactions, including intervention and interactions
related to collection of long-term follow-up data.
[ No additional identifiable private information about the subjects is being obtained by this institution’s investigator.
r

Analysis of private identifiable information at this institution is completed. (This can be checked even if a statistical center at another institution will
analyze private identifiable from subjects enrolled at this institution.)

0 On the Modification Summary page, check off Changes to PI and any items in (1)
that are true. Then in (2) provide a description and a justification of the
modification. List any documents that are being added/modified with this
submission (i.e. informed consent form, assent form, required letter regarding
change of P], etc.).
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Check all of the following that are true:

Changes to Pl {For a change in principal investigator (PL), upload a ketter from the previous Fl agreeing to the change or from the department chair or supervisor explaining the reascn to prox

without the previous PI's agreement.
Subjects are currently enrolied
Current subject will be notified of these  (If checked, ensure that the submitted documents, describe how current or former subjects will be notified, provide justification for why not)
changes
Former subject will be notfied of these  (If checked, ensure that the submitted documents describe haw current or former subjects wil be natified. If they wil not be notified, provide justification for why not.)

changes

* Provide a iption and justi ion of the i i Please indude a list of the documents that have been modified:
Pl wil be leaving UMass. The folowing docurnents have been modfied wish this ~

Also attached is a letter from the previous I agreeing to the change.

0 Once you have finished with the Modification Summary, click the Continue button.

This allows you to edit a copy of the study’s current approved submission.

0 Insection 1.0 Study Information, click Update next to the current PI's name. When

the Add Principal Investigator window opens, click on Select in (1). Select the
name of the new PI from the list and click OK.

~oodle
St @ Edit EirbStudyStaffinfo - Windows Internet Explorer provided by UMASS Medical School =8
1 Favorites = elRB training a
@ Edit/View
?‘A Universicy of Add Principal Investigator
& Massachusetts
UMASS Medical School 1
* Select the person:
2.
H Is this person involved in the consent process?
1.0 Study Information 2
9 Yes No Clear
1. 3.
* Study Nickname: Does this person have a financial interest related to the research?
TEST STUDY 3 If Yes, please contact ConflictofInterest@umassmed.edu to complete the disclosure process
'9 Yes @No Clear
2.
* Study Title:
SW TEST STUDY #3
= "Immediate Family" means spouse, domestic partner, children and dependents.
= "Financial Interest Related to the Research” means any of the following interests in the sponsor,
product or service being tested, or competitor of the sponsor held by the individual or the
individual's immediate family:
= Ownership interest of any value including, but not limited to stocks and options, exclusive of
interests in publicly-traded, diversified mutual funds.
= Compensation of any amount including, but not limited to honoraria, consultant fees,
royalties, or other income.
= Proprietary interest of any value including, but not limited to patents, trademarks, copyrights,
3 and licensing agreements.
. * Principal Investigator: = Board or executive relationship, regardless of compensation.
= Reimbursed or sponsored travel by an entity other than a federal, state, or local government
ss Test [ UP agency, higher education institution or affiliated research institute, academic teaching
4 hospital, or medical center
" * Select PI Department/Dijs|
Psychiatry Clear ¢
* Required [oK] [ Cancel

0 This will bring you back to the Add Principal Investigator window.

0 Review (2) and (3) to make sure the questions about consent and financial interest
are answered correctly for the new PI. Edit if necessary. Then, click OK at the

bottom of the window.
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0 Atthe top of the page, click Continue or use the Jump To menu to navigate to any
other section(s) requiring editing.

Jump To: 1.0 Study Information -, I Continue >>

w

1.0 Study Information T
2.0 Funding Information

3.0 UMass Information
5.0 Drugs

6.0 Devices

7.0 Attachments

8.0 Final Page R

0 Insection 7.0 Attachments, add a letter from the outgoing PI agreeing to the
change or a letter from the department chair or supervisor explaining the
reason to proceed without the previous (outgoing) PI's agreement. Following
the steps in the How to Manage Files in eIRB Job Aid, add or update any other study
documents.

0 When you have completed the Modification, either click the Finish button on 8.0
Final Page or click Save and then Exit at the top of the page.

AeAcE

Save | Exit || Hide/Show Errors | Print... | Jump To: 7.0 Attachments =

2. Notify the New PI:
0 Ifyouifyou are active study staff or if you are listed as an Additional Contact on the
study, click on Ready for PI Review under My Current Actions on the submission
workspace to notify the new PI.

Home  IRE
IRD > B Stuckes > Training Study > Test: Change of PI
HO0008049_1: Test: Change of PI
. Principal lnvestigatur Bl Teat
HY Owner
b IRG Stedles Study Lxpiration Date 12152015

¢ IRB Meeting Submission Type modification
b IRB Committee Submission Review Date
Edlit CR/Maodification

Print CR/Modification

— My Current Actions...
e e Calegory fOrigimal Submitted File
= Study Flan nwestigator Study Plan 117,14 - 0.0 [E] CEI n I:el
fadvertisements Tyer 11.7.14 - 0.01 | Mistory
konsent Document tis) bnformad Consent Form Varsion | dab . —
{®  Ready for PI Review é’
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' TROUBLESHOOTING: If you are missing the Ready for PI Review button or if the
new PI cannot see the submission in All Studies, then active Study Staff must
perform the following steps:
e (o to the main study (parent) and click on Edit Research Staff. Click OK at
the bottom of the window.
e Then, return to your Modification submission (under the follow-on
submissions tab) and you should see the button Ready for PI Review under
My Current Actions. Itis advised that you also contact the new PI directly
(outside of the system) to let them know it is ready for their review and
submission.
Try the above steps before contacting the IRB office. If you continue to have issues,
contact the IRB office.

3. Submit the Modification (New PI only):

0 Ifyou are the new PI, you will receive a notification in the email listed in your user
profile indicating that the submission is ready for your review once active study
staff or the additional contact has clicked Ready for PI Review. You will need to
submit the modification to change the PI. The previous PI will not be able to
submit.

0 Click on Submit under My Current Actions.

lfﬁl Submit @
[Q Cancel

)«

0 You will know that you have submitted successfully when the submission’s “state”
in the upper left-hand of the screen has changed from Pre-submission to Pre-
Review.

—>
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TIPS:

0 Once study staff has prepared the submission for your review, you can find the
submission under ALL STUDIES.

0 Refer to the How to Navigating to Find Existing Studies Job Aid that describes how to
find your eIRB studies.

0 Ifyou need to update your contact information (e.g. email address), refer to the How to
Edit User Profile Job Aid that describes how to edit your eIRB user profile.
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