Adding/Removing Internal
Investigators from an Already

Approved Study (Section 3.0)




—
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Internal Investigator

These are BU/BMC faculty, staff, or students

Boston Public Health Commission and Boston Healthnet
Community Health Center investigators are also
considered “internal” investigators for BUMC IRB studies

To be listed, all internal investigators and study staff MUST
have a BU or a BMC username and password and had
previously logged in to INSPIR (at least once).

Investigators from other institutions are not considered
Internal Investigators. They need to be added to your
approved study as External Investigators in the Study
Application, by submitting a “Change Request and
Amendments” form instead of this form.



Internal Investigators

An “Internal Study Personnel Change Form” can be submitted to
add/remove internal investigators from Section 3 at any time.

An “Internal Study Personnel Change Form” can be submitted
e While another “Internal Study Personnel Change Form” is pending
e While another “Change Request and Amendments” form is pending
e While a “Continuing Review” form (Progress Report) is pending

An “Internal Study Personnel Change Form” cannot be used to add
External Investigators — a standard amendment called “Change Request
and Amendments Form” must be submitted

The addition/removal of an internal personnel occurs once the IRB
approves the “Internal Study Personnel Change Form”, and not before.
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Click on “Start a Submission
Form for one of My Studies”
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This opens the “Start a Submission Form” pop-up page.

* Locate the study that you want to add/remove personnel.

Start a Submision Form

@ Instructions: Select a study to work with, click to open it and start a Submission Form. You may use the search bar to find a specific study.

All studies Recently Used Study Status

Study Title
Study Alias
Testing
2-18-2011- Administrator

INTERFACE TESTING OF 'IRB-" APPENDING TO IR STATUSES IN VELOSCT

Closed - Ceded Review

B You can use the “Search” box
E to locate the study. Or you can

just scroll down.

J

Inactive - Administratively

Closed Dummy Expedited/Full Board 6-22-2022 Administrator

Chart Reviews 8/17/2018

Chart Reviews 8/17/2018 Administrator

“ -
Exempt Study &/7/2017
IRB
Exempt Study 6/7/2017 Administrator
ound...

testcs1027title

Once you locate the study,
click on the “Select a Study”
icon




This opens the “Submission form List” popup.

Change Reguest and Amendments

Contact Information Change Request Form

Continuing Review Submission Form

Final/Closure Report Form

Internal Study Personnel Changes

Protocal Exception Form

Recruitment Materials Submission Form

m

Repartable Events and New Information Form

o

Click on “Start a New Submission”
icon that corresponds to the
“Internal Study Personnel
Changes”- blue arrow




This opens a new “Internal Study Personnel Changes” form and will bring you to the
Amendment information page. In section 1.2 describe the changes requested (e.g. We

want to add Dr. Jane Doe as a Co-Investigator)
Then scroll down to complete the next section (1.3) of the form. (yellow arrow)

IRB Number:  H-31000 I -
L e stotd  Internal Study Personnel Changes ion 5.0) [ Back
PL:  Administrator

t Print Friendly 0 Refresh Constant Fields g Save Section E Save and Continue to Next Section

‘ Section view of the Form ‘ ‘ Entire view of the Form
h A
10
1.2 Amendment for KSP changes only
>

All investigators engaged in human sui
application, they must be in complianc|
interest disclosure forms and submittej

earch, including supervising principal investigators, co-investigators, participating clinicians and research st|
e requirements for training in human subjects and Good Clinical Practices (if applicable), and they must have complete:
p the appropriate office for Boston Medical Center or Boston University.

Use the Study Contacts section to desig
student, resident, or fellow, the Supe,

study personnel in addition to the Principal Investigator who need to receive email notifications. If the Principal Investigator is a
cipal Investigator must be listed in the Study Contacts section.

If you ONLY need to add an administra
need to submit this form. Instead, see

stant (i.e., an individual who has no contact with subjects or identifiable data but needs to access your INSPIR application), you do not
bumc.bu.edu/irb/files/2016/10/How-to-add-Administrative- Assistant. pdf.

Briefly describe below the requested d
ALL personnel to be added or removed
IRB administratively approves this amd

b the "3.0 Grant key study personnel (KSP) access to the study” section of the application. Make sure you list the names and roles of
s section. (Don't forget to add/remove them appropriately in the next section 1.6) These changes will only take effect if and when the

See the IRB policy for detailed instrusg dd BU-CRC Students, Faculty and Employees.

. Replacing the study PI
. Replacing the study Supervising PI

. Adding new personnel to the study

. Removing existing personnel from the study

[

Please note: This form can only be used to add/delete personnel to the KSP section (Section 3.0) of the application. To add non-BMC/BU investigators to the study, or to make any other changes to 7
the study, you will need to submit the "Change Request & Amendments” form instead.




In section 1.3, check the box(es) for one or more options:

* To replace the current PI with someone else, check “Changing Principal Investigator”
box.

* To replace the Supervising PI with someone else, check the “Changing Supervising
Principal Investigator (formerly known as Faculty Sponsor)” box.

* To add new study personnel (other than the PI or Supervising PI), check the “Adding
study personnel” box.

» To remove an existing study personnel, check the “Removing study personnel” box.

1.3 Type of personnel changes

Please indicate the type of change (choose all that apply):
[] Changing Principal Investigator

[] Changing Supervising Principal Investigator (formerty known as Faculty Sponsor)

[] Adding study personnel

[] Removing study personnel

Depending on what boxes you have checked, the corresponding section will appear in this
form to be completed. Scroll down in the form to address the next section.



Note: If you did not check the “Changing Principal Investigator” box in section 1.3 of the

form, skip the next instructions to slide # 22.

Changing Principal Investigator



In section 1.4, describe the reason for the requested PI change (blue arrow). Then scroll
down. (green arrow)

IRB Number: H-31000 .
Study Nickname:  2-13-2011- [ Gl ETRS O RN ) T oG B [ =0 sion 5.0)

PI: Administrator

. Print Friendly | @ Refresh Constant Fleldsl E Save Section | E Save and Continue to Next Section |

| Section view of the Form | | Entire view of the Form

L
1.0B [Amendment Information

1.4 New Principal Investigator

If you are changing the Principal Invs you MUST attach below an acknowledgement by the new Principal Investigator that he or she understands and accepts the @
responsibilities for this study as Pring stigator.
*Please describe the reasons for the d the qualifications of the new PI to take over remaining study activities.
4
D % BGEEEQ USx x 23 A-B |25 =E
) Normal(. - Font v 2 o m

The current P has left the institution and the current Supervising P! is replacing them as the Study Pl |
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Next, you need to download the “Principal Investigator Responsibilities” document, have the new PI sign it, and

attach it to this submission:

1. Click on “see PDF Document” link to open this document.

2. Save the document to your Desktop

3. Ifyou have Adobe, the new PI can e-sign it and save it again to your Desktop. If you don’t have Adobe, you can
print it out, have the new PI sign the printout, and then scan the signed document and save it to your Desktop.

Alternatively, you can use a PDF of an email listing these responsibilities and the new Principal Investigator
responding and acknowledging them.

My Workspaces [ 2011~ Internal Study Personnel Changes - (Version 6.0) Kl Back

Print Friendly Refresh Constant Fields Save and Continue fo Next Section

1oB

Attach below the acknowledgement from the new Principal Investigator. This may be a scan of a signed printout of Principal Investigator responsibilities (see PDF
Document) or a pdf of an email listing these responsibilities and the new Principal Investigator responding and acknowledging them.

Select or Revise Existing Add aglew Document Add Multiple Documents
Sponsor - View
m

No Document(s) have been attached to this form.

Once you have a signed “Principal Investigator Responsibilities” document saved on your
Desktop, click on “Add a New Document” to attach it to this submission.



This opens the “Study Document Add Verification” pop-up.

| Study Document Add Verification

p downloading the document for editing and p

between

Upload Revised i Document Outcome nsor Version | View Document
ocument s
(Read Only)
247.58 KB
(Read Only)
419.36 KB

€&

114.55 KB

er Point to P

(Read Only) DF Te ed and Stamped

(Read Only)

{Read Only) ing stamp Other

o - i . |Matenals handed
(Read Only) Y155 out to subjects

Stamped

ing stamp -
. ~ Jaterials handed . -
d Only) by the aut to subjects . 07/19/2016

L0l Sl Sl G

Stamped
205.14 KB
—

Cancel Document Add

Click on “Upload a New
Document Not on the List”
button




This opens the “Study Document Add” pop-up.

Study Document Add:

e, don't save any changes

Drag and drop the signed “Principal Investigator Responsibilities”
document in the “Select the Document to upload” box; or click
inside this box and follow your system’s prompts to navigate to

where you saved the document to upload it.




This will bring you back to the “Study Document Add:” popup.
* Notice the uploaded document’s name is now appearing in the popup (blue arrow)

Type in a meaningful document title (yellow arrow)
Change the “Version Date” to today’s date (green arrow)

Select “Signed PI or Supervising PI Responsibilies” for the “Category” (red arrow)
Click on the “Save Document” button (Grey arrow)

AW

Study Document Add:

#*Document Title: | Signe 's Responsibilities document

igned PI's Responsibilities.p
1.1 MB

*Select the document to Remove file

upload:

*Version Number:

Close, don't save any changes Save Document




This will bring you back to the “Internal Study Personnel Change Form”.

* Notice that the PI Responsibilities document is now appearing in this form.

Account: Administrator

Department: BMC/BUMC - MED - Inst]
[ Path: Home > study mgmt. > form da

al Review Board ® Help & My Profile ~ & Log out
IRB Number: H-31000

My Workspaces @ Study Alias:  2-18-2011- Study Int | Study Personnel Changes - (Version 6.0)
PI: Administrator

[ Print Friendly } [ Refresh Constant Fields ] [ Save Section ] [ Save and Continue to Next Section }

| Section view of the Form | ‘ Entire view of the Form

] rmendment information |

Attach below the acknowledgement fi
Document) or a pdf of an email listing

e new Principal Investigator. This may be a scan of a signed printout of Principal Investigator responsibilities (see PDF
e responsibilities and the new Principal Investigator responding and acknowledging them.

Select or Revise Existing Add a New Document ] [ Add Multiple Documents

Sponsor View
MM Expiration Date Document Outcome Document

signed PI or Supervising PL
Responsibilities

® 1.0 Signed PI's Responsibilities document
1. 15 MB

Please indicate the status of the study:

@ Additional subjects will be consented

() Mo additional subjects will be consented, but research activities will continue with already-consented subjects
() Mo further contact will be made with consented subjects

() Mo consent has been or will be obtained from subjects (e.g., for chart-review-cnly studies)

(O Additional subjects will be consented, but this study is ceded to an external IRB that is reviewing the PI change in the consent form

Next, you need to select one of the options under “Please indicate the status of the study”.
» Ifyou selected option 1, “Additional subjects will be consented”, section 1.5 needs to be

completed. Proceed to the next slide.
If you selected any of the remaining four options (other than “Additional subjects will
be consented”), skip the next instructions and go to slide # 22.




[f you selected option 1, “Additional subjects will be consented”, section 1.5 will appear.

 In this section you need to revise any approved consent forms to include the new PI’s
name and contact information. To revise a consent form, click on the “Select or Revise
Existing” button. (blue arrow)

IRB Number: H-321000 .
Study Alias:  2-18-2011- Internal Study Personnel Changes - (Version 6.0)
PIL:

My Workspaces &

Administrator

[ Print Friendly ] l Refresh Constant Fields ] l Save Section I [ Save and Continue to Next Section ]

| Section view of the Form || Entire view of the Fd

Lo b [EE————

igement from the new Principal Investigator. This may be a scan of a signed printout of Principal Investigator responsibilities (see PDF Document) or a pdf of an email listing these

Principal Investigator r and ac| dging them.
I [ Add a New Document I [ Add Multiple Documents I
View
E _
® 10 Reduction of Explicit and Implicit Bias in Reducing Implicit and Explicit Bias in
' Research Form Research Form 22 24 KB

Please indicate the| the study:
(O] Additional subjec|

) Mo additional sul

onsented

be consented, but research activities will continue with already-consented subjects
() Mo further contaq
(0 Mo consent has b

ade with consented subjects
| be obtained from subjects (e.g., for chart-review-only studies)

() Additional subje] onsented, but this study is ceded to an external IRB that is reviewing the PI change in the consent form

1.5 You must attacl

ed consent form with the name and contact information for the new Principal Investigator. Mo other change may be made in the consent form. If you wish to make any other changes to the consent form, you must create and
submit a separg

be Request & Amendment form with an explanation of the additional changes.

s Torevisegoe

r b=apt form, click on the "Select or Revise Existing” button below. In the new window, click on "Create Revision” next to the appropriate consent document. Then “check-out” the document to make your
revisions. §

-in" the revised consent when you're done making edits.

[ Select or Revise Existing I Add a New Consent |

mm_ e Consent Outcome

No Consent(s) have been attached to this form.

(Please remember to add the new Principal Investigator’s name in the section titled "*Please add a Principal Investigator for the study:" below]

1.7 Personnel to be added or removed
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Clicking on the “Select or Revise Existing” button, will display a popup similar to the one shown below.

1. Scroll down and find the consent form that you want to revise, then click on the “Download
document for Editing” icon that correspond to that consent form to download a copy for editing
(green arrow).

2. Once you finish your edits to the consent form, save it on your desktop

3. Come back to this screen and click on “Upload Revised Consent” icon (blue arrow) that correspond
to that consent form to upload your revised consent form

Select Existing or Create Revised Study Consent

If you already have the revised document on your computer, skip downloading the document for editing and proceed to uploading the revised document.
Select Category: [ —none— | S
Version #: |7‘ | ‘ 31
Version Date:| | between| | Expiration Date:| | between| |
v

Consent Outcome: | —-hone--

Add a New Consent Filter Documents

18 result(s) found...

Adult Consent Form Template
Adult Cons English
testing 2-22-2017

Assent English
test

Not Defined English

pt Consent Form Template
12/10/2014 ‘Re dified by the IRB

:

ry

English

testing 9-7-16

09/07/2018 Adult Consent

o
=
mJ’\

o0
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3
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~ [2[E
o B
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Parental Permission
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b'
=
s

testl1234
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&
&
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"

]
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‘ =
s




Clicking on the “Upload revised Consent” icon , will open the “Study Consent Revision”
popup displaying the selected consent form cover sheet.

1. Click on the “Choose File” button to upload your revised copy of the consent form and
follow your system’s prompts to navigate to where you saved the document to upload it.

Study Consent Revision

*Consent Title: | Mon- Bnsent Form Template

*Select the consent to

ol [ Chogse File | No file chosen

#Version Number:

*Version Date:

Sponsor Version:
* Category: | Adult Consent

* Language: | English

Description:

Comments:

Close, don't save any changes




This will take you back to the “Study Consent Revision:” popup.

1. Change the Version Date to today’s date (blue arrow) and change any other field in this
screen, if needed.
2. Click on the “Save Consent” button (green arrow).

Study Consent Revision

*Consent Title: xempt Consent Form Template

*Select the consent to

*Version Date:

* Category: | Adult Consent

* Language: | English

Description:

Close, don't save any changes




This will bring you back to the “Select Existing or Create Revised Study Consent” page.

* Ifyou have more consent forms that you need to revise and attach, repeat the instructions in slides
17-20.

» Ifyou are done revising consent forms, then close this page (blue arrow)

Select Existing or Create Revised Study Consent

If you already have the revised document on your computer, skip downloading the document for editing and proceed to uploading the revised document.
Select Category: [ —none— | 7
Version #: |7‘ | ‘
Version Date:| | between| | Expiration Date:| | between| |
v

Consent Outcome: | —-hone--

Add a New Consent Filter Documents

18 result(s) found...

a o Adult Consent Form Template
10/14/2022 e
Adult Cons English
testing 2-22-20
Assent English
test
Not Defined English

06/26/2020

08/23/2019
N pt Consent Form Template

ent English

testing 9-7-16
03/07/2016 Adult Consent o
English
test consent

06/27/2016 Parental Permission
(Consent) English
test11234

Assent English




This will take you back to the “Internal Study Personnel Changes” Form.

The revised consent form(s) should appear in the table in section 1.5 (blue arrow).

1- Scroll down to the next section (green arrow

= | N,
T 5 G Account: Administrator
MEDICAL m& E& Department: BMC/BUMC - MED - Institutig liew Board ® Help a My Profile ~
CAMEP U S | —— Path: Home > study mgmt. > form data lig
IRB Number: H-31000

My Workspaces Study Alias:  2-18-2011- Study
PI: Administrator

Intern idy Personnel Changes - (Version 6.0)

[ Print Friendly ] [ Refresh Constant Fields } [ Save Section ] [ Save and Continue to Next Section ]
| Section view of the Form | |

S wmendment information |

Entire view of the Form

Please indicate the status of the study:
@ Additional subjects will be consented

() No additional subjects will be consented, { ch activities will continue with already-consented subjects

No further contact will be made with cons: bjects

O
(O Mo consent has been or will be obtained fi ects (e.qg., for chart-review-only studies)
O

Additional subjects will be consented, but Hy is ceded to an external IRB that is reviewing the PI change in the consent form

1.5 You must attach a modified consent f h the name and contact information for the new Principal Investigator. No other change may be made in the consent form
any other changes to the consent for

. If you wish to make
ust create and submit a separate Change Request & Amendment form with an explanation of the additional changes.

* To revise an existing consent form, clic "Select or Revise Existing” button below. In the new window, click on “Create Revision” next to the appropriate consent
document. Then "check-out” the docu

ake your revisions. Be sure to “check-in” the revised consent when you're done making edits.

[ Select or Revise Existing Add a New Consent ] \
Sponsor A Consent View
N e Ty %
Non-Exempt Consent Form -
® 1.2 Template Adult Consent English Luud

1.07 MB

(Please remember to add the new Principal Investigator's name in the section titled "*Please add a Principal Investigator for the study:” below)

1.7 Personnel to be added or removed
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Note: If you did not check the “Changing Supervising Principal Investigator (formerly

known as Faculty Sponsor)” box in section 1.3 of the form, skip the next instructions to slide
# 29.

Changing Supervising Principal
Investigator (formerly known as
Faculty Sponsor)

22



In section 1.6, describe the reason for the requested Supervising PI change (blue arrow

Then scroll down. (green arrow)

BOSTUN I 'LH'f_ Account: Administrator
UNIVERSITY N J

MEDICALI m%ll-& Department: BMC/BUMC - MED - Ins|
' Path: Home > study mgmt. > form dd
IRB Number: H-31000

My Workspaces = Study Alias:  2-18-2011- Study Assista
PI: Administrator

Review Board @ Help 2wy profile ~ G Log out

‘nternal Study Personnel Changes - (Version 6.0)

CAMPUS

EACIFTIONAL CARL WITHOUT DSCIPTION

[ Print Friendly } [ Refresh Constant Fields ] [ Save Section ] [ Save and Gontinue to Next Section ]

| Section view of the Form | | Entire view of the Form

1.0 1.6 New Supervising Principal Invest

If you are changing or adding a Supe}
he or she understands and accepts tH

rincipal Investigator, you MUST also attach an acknowledgement by the new Supervising Principal Investigator that
isibilities for this study.

*Please describe the reasons for the
include the status of the study (e.qg.,

nd the qualifications of the new Supervising Principal Investigator to oversee remaining study activities. Please
enrolling, interventions continuing, data analysis only).

—
I

=

i
4
ii
4
lil
&
Y]

Verdana +~ 11 ~ & 1~

B
o = =) 2

The current Supervising PI has left the
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Next, you need to download the “Principal Investigator Responsibilities” document, have the new Supervising PI sign

it, and attach it to this submission:

1.  Click on “see PDF Document” link to open this document.

2. Save the document to your Desktop

3. Ifyou have Adobe, the new Supervising PI can e-sign it and save it again to your Desktop. If you don’t have
Adobe, you can print it out, have the new Supervising PI sign the printout, and then scan the signed document
and save it to your Desktop.

Alternatively, you can use a PDF of an email listing these responsibilities and the new Supervising Principal
Investigator responding and acknowledging them.

Section view of the Form
AN E) A mendment Information

Attach the acknowledge t from the new Supervising Principal Investigator. This may be a scan of a signed printout of Supervising Principal Investigator
responsibilities (see PDF Document) or a pdf of an email listing these responsibilities and the new Supervising Principal Investigator responding and
acknowledging them.

Select or Revise Existing Add a jlew Document Add Multiple Documents
Sponsor - View
m verSio“

No Decument(s) have been attached to this form.
(Please remember to add the new Supervising Principal Invest

1.7 Personnel to be added or removed

Use the "Add" button to select any new personnel that you wol r r ®

Once you have a signed “Principal Investigator Responsibilities” document saved on your
Desktop, click on “Add a New Document” to attach it to this submission.



This opens the “Study Document Add Verification” pop-up.

| Study Document Add Verification

p downloading the document for editing and p

between

Upload Revised i Document Outcome nsor Version | View Document
ocument s
(Read Only)
247.58 KB
(Read Only)
419.36 KB

€&

114.55 KB

er Point to P

(Read Only) DF Te ed and Stamped

(Read Only)

{Read Only) ing stamp Other

o - i . |Matenals handed
(Read Only) Y155 out to subjects

Stamped

ing stamp -
. ~ Jaterials handed . -
d Only) by the aut to subjects . 07/19/2016

L0l Sl Sl G

Stamped
205.14 KB
—

Cancel Document Add

Click on “Upload a New
Document Not on the List”
button




This opens the “Study Document Add” pop-up.

Study Document Add:

e, don't save any changes

Drag and drop the signed “Principal Investigator Responsibilities”
document in the “Select the Document to upload” box; or click
inside this box and follow your system’s prompts to navigate to

where you saved the document to upload it.




This will bring you back to the “Study Document Add:” popup.
* Notice the uploaded document’s name is now appearing in the popup (blue arrow)

Type in a meaningful document title (yellow arrow)
Change the “Version Date” to today’s date (green arrow)

Select “Signed PI or Supervising PI Responsibilies” for the “Category” (red arrow)
Click on the “Save Document” button (Grey arrow)

AW

Study Document Add:

#*Document Title: | Signe 's Responsibilities document

igned PI's Responsibilities.p
1.1 MB

*Select the document to Remove file

upload:

*Version Number:

Close, don't save any changes Save Document




This will bring you back to the “Internal Study Personnel Change Form”.

 Notice that the PI Responsibilities document is now appearing in this form (blue arrow)
* Scroll down to the next section (green arrow

BOSTON | = ‘-'»- Account: Administrator
UNIVERSITY E)§ y
MEDICAI m%ll- Department: BMC/BUMC - MED - Inst]

CAM P US | [ o————— Path: Home > study mgmt. > form dal

2l Review Board @ Help g My Profile = C*Log out
IRB Number: H-31000

My Workspaces & Study Alias:  2-18-2011- Study Assistan Internal Study Personnel Changes - (Version 6.0)
PI: Administrator

[ Print Friendly } [ Refresh Constant Fields ] [ Save Section ] [ Save and Continue to Next Section ]

| Section view of the Form ‘ ‘ Entire view of the Form

L0

Supervising Principal Investigator. This may be a scan of a signed printout of Supervising Principal Investigator

Attach the acknowledgement from th
(f of an email listing these responsibilities and the new Supervising Principal Investigator responding and

responsibilities (see PDF Document)
acknowledging them.

[ Select or Revise Existing Add a New Document ] [ Add Multiple Documents

Spol View
== S ———C

® 1.0 Signed PI Responsibilities document gj‘f;ii;lbmlggpemsmg Pl
P 1.15 MB
(Please remember to add the new Supervising Principal Investigator's name in the section titled "If applicable, please add a Supervising Principal Investigator:” below) \
1.7 Personnel to be added or removed
Use the "Add" button to select any new personnel that you would like to add to the KSP section of the application. To remove an existing person, scroll down to "Please select any ® /

existing_Personnel you wish to remove:", and click on the "Select" button to select any perscnnel that yeu would like to remove from the KSP section of the application. These
changes will only take effect if and when the IRB approves this amendment.
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Adding New Internal Investigators
to a Study and/or Removing Existing
Study Personnel from the Study




Section 1.7 “Personnel to be added or removed”, should be filled out in this form without

exceptions.
« To fill out this section, click on “Setup Key Study Personnel Request” button (blue

Account: Administrator
Department: BMC/BUMC - MED - Institutional Review Board e My Profile « C Log out

Path: Home > study mgmt. > form data list

IRB Number: H-31000 _
My Workspaces = |[studyalias: 2-18-2011- Study Assistant Internal Study Personnel Changes - (Version 6.0)

PI: Administrator

[ Print Friendly ] [ Refresh Constant Fields ] . m [ Save and Confinue to Next Section }
| Section view of the Form ‘ ‘ Entire view of the Form
1.0 @ (Please remember to add the new Supervising Principal Investigator's name in the section titled "If applicable, please add a Supervising Principal Investigator:” beloy -
1.7 Personnel to be added or removed
Use the "Add" button to select any new personnel that you would like to add to the KSP section of the application. To remove an existing person, scroll down to "Pleal an @

existing_Personnel you wish to remove:", and click on the "Select” button to select any personnel that you would like to remove from the KSP section of the applic
changes will only take effect if and when the IRB approves this amendment.

Assign key study personnel(KSP) Request to the study Setup Key Study Personnel Request

If applicable, please add the new Principal Investigator for the study:

If applicable, please select the new Research Staff personnel:

A) Additional Investigators

B) Research Staff

If applicable, please add any new Study Contact:

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The project contact(s) are typically
either the Study Coordinator or the Principal Investigator themselves).

S S SN VA S
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This will open the “Setup Study Personnel” popup.
* Ifyou are adding new study personnel to your study, proceed to the next slide.

If you are only removing existing personnel from your study, skip the next instructions
to slide # 38.

Setup Study Personnel X

Last Name: | | First Name:| | = 7
B e | L teerSeardhBredoy

Department:

N T S

No results found.

4 3

Selected Study Personnel:

Principal Investigator

-

Mo Perscnnel has been selected for this group.

Additional Investigators

Mo Personnel has been selected for this group.

Clear Key Study Personnel Close Setup of Study Personnel




Note: If you are only removing existing personnel from your study, skip the next

instructions to slide # 37.

Adding New Internal Investigators
to a Study

32
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Notes for adding New Investigators

“Study Contact” is not a real study role. So, anyone that is
listed as a Study Contact will also need to be listed under
another study role such as “Additional Investigators” or
“Research Staft”, if they are not already listed there.

If the new investigator(s) that are being added will need to
receive email notifications about the protocol and be
assigned tasks in their INSPIR Home page, you will also
have to give them the “Study Contact” Role.
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Make sure you are in the “User Search” tab (blue arrow).

1- Enter the last name (green arrow)

2- Click on the “Find User/Search Directory” button (yellow arrow) to search for the
person.

Setup Study Personnel a x|~
Find User/Search Directory
Department
R ——

No results found.

User Search
_ser scarc§ Last Name:|
e PersonneN.i:

‘AH Departments

4 3
Selected Study Personnel:

Principal Investigator

No Persennel has been selected for this group.

Additional Investigators

No Personnel has been selected for this group. A

Clear Key Study Personnel Close Setup of Study Personnel
<

Tip - If you can't find this person in INSPIR, ask that person to login to INSPIR for the
first time and their INSPIR account will be created. They can use the step-by-step
instructions in the link below to login and create their INSPIR account:
http://www.bumc.bu.edu/irb/files/2016/10/Access-to-INSPIR.pdf



http://www.bumc.bu.edu/irb/files/2016/10/Access-to-INSPIR.pdf

If the person you are looking for has an INSPIR account, their name will show up like in the

screenshot below (blue arrow)

1. First check that they are up-to-date with training by clicking on the training icon (green
arrow). If they don’t have the required IRB training, please do not add them.

2. Click on the “Select” icon (yellow arrow) to select this person.

Setup Study Personnel -

Khattar, Khaled, BA @ Institutional Review Boarc kkhattar@bu

»
Selected Study Personnel:
cipal Investigato

selected for this group.

Additional Investigat

s been selected for this group.

Clear Key Study Personnel Close Setup of Study Personnel

Tip - If you can't find this person in INSPIR, ask that person to login to INSPIR for the
first time and their INSPIR account will be created. They can use the step-by-step
instructions in the link below to login and create their INSPIR account:
http://www.bumc.bu.edu/irb/files/2016/10/Access-to-INSPIR.pdf



http://www.bumc.bu.edu/irb/files/2016/10/Access-to-INSPIR.pdf

This will open the “Add Personnel Role” popup.

1.
2.

Select their role on the study by clicking on one of the listed roles’ radio buttons (green arrow).
Some roles require that you select the user’s role subcategory from a drop-down menu- (blue
arrow). Select the user’s role subcategory if applicable.

If you want this person to get study tasks and all study email notifications, select “Yes” (yellow
arrow) for “Would you like to include as a Study Contact ? ”, otherwise select “No”.

When you are done, click on the “Save” button (red arrow).

Add Personnel Role

Select the Role for Khaled Khattar, BA :
) Principal Investigator

@® Additional Investigators Co-Investigator
(O Research Support Staff
(O study Contact

(O Supervising Principal Investigator

would you like to include as a Study Contact ? O Yes @ np




This will take you back to the “Setup Study Personnel” popup.

* Note that the person just added is showing up in the appropriate section/role (green arrow).
* Toadd more personnel, repeat steps in slides 34 - 37.

» Ifyou will be removing existing personnel from your study, proceed to the next slide.

If you will not be removing any existing personnel from your study, skip the next instructions to
slide # 42.

Setup Study Personnel X

User Search Last Name: [Khattar |  First Name: |

Remove Personnel List T — Find User/Search Directory
Ylanoepartments v

Department
Create My Personnel Pool

Khattar, Khaled, BA @ Institutional Review Board kkhattar@bu

4
Selected Study Personnel:

Principal Investigator

Mo Personnel has been selected for this group.

Additional Investigato

B ] = T

® Khattar, kKhaled, BA Co-Investigator

Clear Key Study Personnel Close Setup of Study Personnel




Note: If you will not be removing any existing personnel from your study, skip the next

instructions to slide # 42.

Requesting the Removal of Existing
Internal Investigators from the
Study

38



While you still in the “Setup Study Personnel” popup:
Click on the “Remove Personnel List” tab (green arrow)

1.

User Search

Remove Personnel List

Create My Personnel Pool

Setup Study Personnel X

Last Name: |Khattar | First Name: |

[ i ]

| All Departmeants

epartment

Khattar, Khaled, BA @ Institutional Review Board kkhattar@bu

4
Selected Study Personnel:

Principal Investigator

Mo Personnel has been selected for this group.

Additional Investigators

Khattar, Khaled, BA Co-Investigator

[ Clear Key Study Personnel ] [ Close Setup of Study Personnel ]

s
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The “Setup Study Personnel” popup will refresh to list all personnel currently listed on your study:
Click on the check boxes to select the personnel you want to remove from your study (green arrow)
When you’re done selecting all personnel that you want removed, click on the “Save Selections”

button (yellow arrow).

1.
2.

User Search

Remove Personnel List

Create My Personnel Pool

Setup Study Personnel

Administrator
Khaled Khattar, BA
Administrator
Brandon Finn, BA, CIP, Senior IRB Analyst
Carolyn Swain, MPH, CIP, Senior IRB Analyst
ly Franco, BA, CIP, Senior IRB Analyst
Emily Crowley, MPH
[] | Mark Testerman, BS, CIP, Senior IRB Analyst II

Fanny Knox Ennever, PhD

Selected Study Personnel:

Principal Investigator

Mo Personnel has been selected for this group.

Additional Investigators

® Khattar, Khaled, BA

Save Selections

Principal Investigator
Study Contact

Study Contact
Co-Investigator
Co-Investigator
Co-Investigator
Co-Investigator
Co-Investigator

Administrative Assistant

Co-Investigator

[ Clear Key Study Personnel ] [ Close Setup of Study Personnel }
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The “Setup Study Personnel” popup will refresh again:

* Ifyou want to select more personnel to be removed repeat steps in slide 40.

« To view the list of personnel that you selected to be removed, scroll down (green arrow)

*  You will see all personnel that you selected to be removed under “Remove Personnel List” (yellow
arrow).

Setup Study Personnel X

-
User Search
Remove Personnel List Save Selections

-

Administrator Principal Investigator

Khaled Khattar, BA Study Contact

Administrator Study Contact

Brandon Finn, BA, CIP, Senior IRB Analyst Ce-Investigator

Carolyn Swain, MPH, CIF, Senicr IRB Analyst Co-Investigator

Daly Franco, BA, CIF, Senior IRB Analyst Co-Investigator

0O 000ocoo

Emily Crowley, MPH Co-Investigator

O

Mark Testerman, BS, CIP, Senior IRB Analyst II Co-Investigator
Selected Study Personnel:

Faculty Advisor

Mo Perscnnel has been sel for this group.

Remove Personnel List :

Ennever, Fanny Knox, PhD Administrative Assistant

[ Clear Key Study Personnel ] [ Close Setup of Study Personnel ]




If you are done selecting new personnel to be added and/or selecting existing personnel for removal
from the study:
*  You would click on “Close Setup of Study Personnel” button (yellow arrow).

Setup Study Personnel

User Search

Remove Personnel List Save Selections
e MY e e -_ Role on the St

Administrator Principal Investigator

&

Khaled Khattar, BA Study Contact
Administrator Study Contact
Brandon Finn, BA, CIP, Senior IRB Analyst Ce-Investigator
Carolyn Swain, MPH, CIF, Senicr IRB Analyst Co-Investigator

Daly Franco, BA, CIF, Senior IRB Analyst Co-Investigator

0O 000ocoo

Emily Crowley, MPH Co-Investigator

O

Mark Testerman, BS, CIP, Senior IRB Analyst II Co-Investigator

Selected Study Personnel:

Faculty Advisor

Mo Perscnnel has been selected for this group.

Remove Personnel List

Ennever, Fanny Knox, PhD Administrative Assi

[ Clear Key Study Personnel ] [ Close Setu%f Study Personnel ]




This should bring you back to the “Internal Study Personnel Changes” form.
« Notice that the personnel selected to be added to the study (if applicable), now appears in the

appropriate section of this form (blue arrow)

Notice that the personnel selected to be removed from the study (if applicable), now appears in the
appropriate section of this form (yellow arrow).

Scroll down to proceed (green arrow)

BOSTON

¢ Al t: Administrat
¢ ccount: ministrator
UNIVERSITY E R] s .
EDICAL m%ll— ) Department: BMC/BUMC - MED - Institutional Review Board @ Help a My Profile « C*Log out
L4 1 = aFmon.

Path: Home > study mgmt. > form data list

IRB Number: H-31000 )
My Workspaces = |studyAlias:  2-18-2011- Study Assistant Internal Study Personnel Changes - (Version 6.0)
PI: Administrator

[ Print Friendly ] [ Refresh Constant Fields ] [ Save Section ] [ Save and Continue to Next Section ]
‘ Section view of the Form ‘ ‘ Entire view of the Form
Lo@ If applicable, please add the new Principal Investigator for the study:
If applicable, ple lect the new Research Staff personnel:
A) Additional Inves
a Khattar, Khaled, BA 9 View Training Record

Co-Investigator

B) Research Staff

If applicable, please add any new Study Contact:

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The project contact(s) are typically
either the Study Coordinator or the Principal Investigator themselves).

Ifa ble, please add a new Faculty Advisor:
If e, please select any existing Personnel you wish to remove:
Ennever, Fanny Knox, PhD  Administrative Assistant
1.8 Training and Conflict of Interest (COI) Verification -
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Only if you are adding study personnel to your study, Section 1.8 will be displayed in this form and
needs to be completed as explained in this slide. If you are not adding any Study Personnel, Section 1.8
will be hidden and in this case, you would skip this slide to the next.

Basically, in Section 1.8 (if displayed), you will be attesting that you have verified that the personnel

you are adding to this study have completed their required IRB training and submitted Conflict of
Interest forms.
You need to check both radio buttons before the system allows you to submit.

1. Check the two radio buttons (blue arrows)

IRB Number: H-31000 )
My Workspaces [ Study Alias:  2-18-2011- Study Assistant Internal Study Personnel Changes - (Version 6.0)

PL: Administrator

[ Print Friendly ] [ Refresh Constant Fields } [ Save Section ] [ Save and Continue to Next Section ]

| Section view of the Form Entire view of the Form

11 QEPILAUIT, PITAIT GUU aily IISW JLUUy LUiiiauis

IS ] Amendment Information .

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The project contact(s) are typically
either the Study Coordinator or the Principal Investigator themselves).

If applicable, please add a new Faculty Advisor:

If applicable, please select any existing Personnel you wish to remove:

Ennever, Fanny Knox, PhD  Administrative Assistant

1.8 Training and Conflict of Interest (COI) Verification

(O I have verified that all those added to this protocol are up to date with their human subjects training requirements and in their Goed Clinical Practices (GCP) training if it is
required.*

*(If someone listed above is not up to date with his/her training in human subjects or GCP (if applicable) do not add them to the study. Remove them from this list and resubmit
when these requirements have been met. It is a violation of institutional policy for those who have not met the institutional requirements for human subjects or GCP training to
engage in human subjects research.)

” (O I have verified that (1) all those added to this study who are responsible for the design, conduct, or reporting of the study have submitted the required financial interest

disclosure forms and that (2) any financial conflicts of interest that may have been identified have been resolved.**

**Required financial interest disclosure forms are submitted through COI Smart for Boston Medical Center and through the Financial Interest Disclosure form for Boston
University. Study personnel may be added as long as they have submitted as required and any significant financial interests that are related to the research have been
resolved by the BMC or BU COI offices. It is a violation of institutional policy to engage in human subjects research without complying with the institution’s COI policy.

javascript:Application_List();
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Now it’s time to save this form and submit it.

1. Click on “Save and Continue to Next Section” button (green arrow)

= v,
: L(\I‘!x\; 5 =) Account: Administrator
MEDICAI m{: R[[ I Department: BMC/BUMC - MED - Institutional Review Board @ Help ® My Profile v C» Log out

-
CAMP US | ———— Path: Home > study mgmt. > form data list
IRB Number: H-31000 .
My Workspaces [ Study Alias:  2-18-2011- Study Assistant

PL: Administrator

[ Print Friendly ] [ Refresh Constant Fields } [ Save Section ] [ Save and CnnﬁAnueto Next Section ]

| Section view of the Form ‘ ‘ Entire view of the Form >

11 QEPILAUIT, PITAIT GUU aily IISW JLUUy LUiiiauis

IS ] Amendment Information .

The Study Contact(s) will receive all important system notifications along with the Principal Investigator. (e.g. The project contact(s) are typically
either the Study Coordinator or the Principal Investigator themselves).

If applicable, please add a new Faculty Advisor:

If applicable, please select any existing Personnel you wish to remove:

Ennever, Fanny Knox, PhD  Administrative Assistant
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This will bring you to the “Form Has Been Completed” page.

1. Click on the “Notify PI to Signoft” or the “Signoff and Submit” button (whichever is

available to you) to submit this amendment to the PI for signoff before it goes to the IRB

(yellow arrow)

BOSTON
UNIVERSITY

The PI must sign off on these amendments even if the PI completed this form.

Account: Administrator

s,
MEDICAL ﬁ%%l[—(%_‘ Department: BMC/BUMC - MED - Institutional Review Board @ Help a My Profile > Log out

CAMP U S | [ ——— Path: Home > study mgmt. > form data list

My Workspaces & Study Alias:  2-18-2011-
PI: Administrator

IRB Number: H-31000

Study Assistant Internal Study Personnel Changes - (Version 6.0)

Print Friendly ] [ Signoff and Submit ]

Section view of the Form | | Entire view of the Form

Form has been Completed!

Instruction of Form has Been Completed Screen

Signoff and Submit
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Pl Signoff

The PI will receive an email notification that there is a
submission (in this case an “Internal Study
Personnel Change Form” ) awaiting their signoff

The PI will also be able to locate this signoft “task” by

going to their INSPIR homepage and looking under
“All Tasks”

For instructions on how to sign off as the PI, follow the
instructions in the link below:

https://www.bumc.bu.edu/irb/files/2016/10/How-to-
sign-off-on-protocol-as-Pl.pdf

47


https://www.bumc.bu.edu/irb/files/2016/10/How-to-sign-off-on-protocol-as-PI.pdf
https://www.bumc.bu.edu/irb/files/2016/10/How-to-sign-off-on-protocol-as-PI.pdf
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