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Completing a New Study Submission in elRB+

Create the “New Study” in elIRB+
e (o to the main page for elRB+ and log-in.
e Once in the system you will be brought to your inbox.
e On the left side of the page toward the top select Create New Study to open the Basic
Information screen.
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Basic Information

In order for elRB+ to generate a new study submission (and create an STU number), you must also
complete the sections indicated with the red asterisk in the Basic Information section.

Throughout the submission, selecting “Continue” should save changes, however, make sure to click
“Save” periodically to ensure that all your information to date is saved.

e Enter the study title as listed on the protocol.

e Create the study short name (refer to above instructions for format).

e Enter a brief description of the study briefly (no longer than 1 paragraph) summarizing the main
guestion the research is designed to answer, all primary objectives of the study and the methods
that will be used in the study (This can be pulled directly from the protocol).

e Choose the best selection, Social Behavioral or Biomedical, which best describes the type of study
you are entering.
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Basic Information

1. * Title of study:
|

2. Short title:

3.* Briefdescriptinnio

4_* Which selection best describes your study?
QO Social Behavioral

O Biomedical

Clear

5.* Principal investigator-
Priya Tripathi | ==

6.* Will an external IRB act as the IRB of record for this study? Note: Once you answer this question and save/continue past this page, you will NOT be able to change this answer.
OYes ONo Clear

7. What kind of study is this?
Q single-site study (Regardless the number of locations or sites, the NU IRB will serve as the IRB only for NU)

O coltaborative study (Each site will conduct a portion of the study and the NU IRB will either serve as the IRB of record for all participating sites or defer review to another, external IRB)

O Multi-site study (More than one site will conduct the entire study and the NU IRB will either serve as the IRB of record for all participating sites or defer review to another external IRB)

Clear

8 * Attach the protocol:
+ Add

Document Category Date Modified Document History

e Choose the name of the Principal Investigator by clearing your name and typing in the text
box. Registered users will populate as the name is being typed. Select the Pl by clicking on
the name when it appears.

e Answer the question of whether an external IRB will act as the IRB of record for the study.
Once you select the correct option and save, you will not be able to revise your selection. (If
you are selecting “Yes” to this question, please move to the “IRB SUBMISSION PROCESS:
EXTERNAL IRBs” section of this handbook to complete the submission.)

6.* Will an external IRB act as the IRB of record for this study? Note: Once you answer this question and save/continue past this page, you will NOT be able to change this answer.
QOYes ONo Clear

7.* What kind of study is this?

O single-site study the number of or sites, the NU IRB will serve as the IRB only for NU)

O Collaborative study (Each site will conduct a portion of the study and the NU IRB will either serve as the IRB of record for all participating sites or defer review to another, external IRB)

QO Multi-site study (More than one site will conduct the entire study and the NU IRB will either serve as the IRB of record for all participating sites or defer review to another external IRB)

Clear

e Select the type of study as Single-Site, Collaborative Study, or Multi-Site study
o Single site: regardless the number of locations/sites, the NU IRB will serve as the IRB only
for NU
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o Collaborative study: each site will conduct a portion of the study and the NU IRB will
either serve as the IRB of record for all participating sites or defer review to another
external IRB

o Multi-site study: more than one site will conduct the entire study and the NU IRB will
either serve as the IRB of record for all participating sites or defer review to another
external IRB

e Attach the protocol and local protocol addendum (if applicable) by selecting “Add” to open
the attachment window. Browse to the protocol file on the R: drive to upload it to the
application.

e Select “Continue” in the bottom right corner.

2.* Short title:

* o T
5. Brief description: @ (@ Add Attachment - Morilla Firefox [E=E=)

@ & https://eirbplus.northwestern.edu/IRB/sd/CommonAdministration/Choosers/Entity/CustomDataT w

Add Attachment

1.* File to attach:

* . _ ~ Choose File
4. Which selection best describes your study?

QO social Behavioral

®: . 2_Name: (if not supplied, the file name will be shown)e
iomedical

Clear

5.* Principal investigator: 3. Version number:

Puneet Opal | ==

6_* Will an external IRB act as the IRB of record for this study? Note: Once|||

OYes ONo Clear «Required oK OK and Add Another

7.* What kind of study is this?
O single-site study (Regardless the number of locations o sites, the NU IRB willJ{

O collaborative study (Each site will conduct a portion of the study and the NU |+I

O Multi-site study (More than one site will conduct the entire study and the NU If}{

Clear

8 * Attach the protocol:
4 Add

Document Category Date Modified Document History

There are no items to display

**plegse note: At any time while completing a new study submission in elRB+, if you are unable to
complete a required field in one section you can still navigate to other sections of the application using
the drop-down navigation pane at the top of the application. You can then come back later to fill in
incomplete sections.
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You Are Here: 18-182 Opal - Biohaven BHV4157...

« Back

Save @ Exit A Hide/Show Errors & Print

Basic Information

1. * Title of study:

A Phase lll, Long-Term Randomized, Double-Blind, Placebo-Controlled Trial of

2. * Short title:

18-182 Opal - Biohaven BHV4157-206

3. * Brief description: 9

Hereditary Spinocerebellar Ataxias (SCA) are disorders of spinocerebellar
pathology that are characterized clinically by progressive ataxia and are ‘E
attributed to various i genetic i Ataxia, itself, is a
symptom of loss of control of voluntary body movements and can involve
unsteady gait, dysarthria, and potentially progressing to the stage
of difficulty with swallowing and breathing. In patients with SCA, atrophy of
the cerebellum and sometimes brainstem may be apparent on brain imaging.

4_* Which selection best describes your study?
O Social Behavioral

@ Biomedical

Clear

5 * Principal investigator:

Puneet Opal | ==

e JumpTo~
Basic Information

Funding Sources

Study Team Members
Study Scope

Local Site Documents
Sites

You can also click “Exit” to leave the study application. You can come back and complete the rest of the

submission at any time by clicking “Edit Study” on the main study page.

My Current Actions

RSS Link: RSS00208457 Incomplete

Printer Version Pre-Submission IRB Review Geview C 1 )
View Differences
Clarification Clarification Modifications
Requested Requested Required
&+  Assign Primary Contact
¢>  Add Comment
@ Discard History Funding Project Contacts Documents Reviews Study Team Training Snapshots co1
oy Notify Pl to Submit
: Fitter @ Activity ¥ | | Enter text to search for + Add Filter
iii Manage Study Access Activity Author ~ Activity Date
@ Study Created

Tripathi, Priya

Sources of Funding and Other Support

9/20/2018 11:58 AM

e |fthe study is sponsored, included grant funded, you will need to indicate “yes” for Question 1

and enter the InfoEd number (e.g., SP0054321) that corresponds to the grant or contract funding
the sponsored study. If you cannot locate InfoEd number, contact the finance teams and/or
research administrator who works with the contract to obtain the information.

If there is more than one funding source for the study, you can select multiple InfoEd records
(funding sources) for a study.
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e |f the study is not externally sponsored, or if project is sponsored, but did not go through
Northwestern University (e.g., SRALab or Lurie Children’s is managing the grant), please select
“no” to the question.

e For Question 2, this information can be found on the second page of the New Project Intake
Form. If it is missing, contact the study coordinator to obtain the information.

72N\

u Are Here: jig 19-025 Silverberg LEO PharmalL...

« Back

Sources of Funding and Other Support

Save @

1.* Identify each organization supplying funding for the study:

<+ Add

Funding Source Grantg

LEO Pharma A/S

Sponsor's Funding ID

Add Funding Source —

1.* Is this funded by a sponsored project awarded to Northwestern University?o
QYes QNo Clear

2.% Funding/Support Organization: 9

n

3. Sponsor's funding ID: (assigned by external sponsor)

4. Grants office ID: (assigned internally)

5. Attach files: (include any grant applications)

+ Add

Document  Category Date Modified

There are no items to display

Document History

sae O
Study Team Members
Study Team Members
1. Internal Personnel
Identify each additional person involved in ign, conduct, or reporting - ©

Name. Roles Involved in Consent

There are no items to display

2. External Personnel

Identify each external person who will interact with icil h

Investigator Agreement (I1A). Do not list research staff from other institutions that have their own IRI

4+ Add

Name. Institution Roles

There are no items to display

for whom NU IRB will i ibili as
B approval.

Involved in Consent E-mail Phone

E-mail Phone

h staff covered by an IRB (IAA) or Individual

Training Date

e Toadd team members who are a part of Northwestern, click “Add” in the upper left corner at

item 1.

o Type the first or last name in the box associated with item 1 and click select for the name
you are entering. If the study team member’s name does not appear in the list, please
contact the individual to make sure that they are registered for elRB+. If they are not
elRB+ registered and/or need to complete CITI training, please see the “COMPLETING
CITI TRAINING” and “REGISTERING IN EIRB+” sections at the beginning of the Handbook

for next steps.

o Select the role in research (Co-Investigator or Study Team Member) for item 2.
o Select whether or not the team member will be involved in the consent process at item

3

o Click “OK” once you have finished adding study team member or “OK and Add Another”
until you've finished adding team members.
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Study Team Members

1 Internal Personnel

@ Add Study Team Member - Mozilla Firefox

=E

Identify each additional person involved in the design, conduct, or report]

Name. Roles Involved in Consent]

There are no items to display

2. External Personnel

Identify each external person who will interact with participants or have 3|
i (lIA). Do not list from other institut| |

+ Add

Institution

Rotef |

Name

There are no items to display

ll © & nttps;/eir ustomD- [E] | eee o
‘Add Study Team Member

1.+ Study team member: @

2.* Role in research: (check all that apply)
O co-Investigator
O Sstudy Team Member

3.* Is the team member involved in the consent process?
OYes ONo Clear

OK

OK and Add Another

*Required

ff covered by an IRB (1AA) or Individual

Phone Training Date

To add a team member who is not affiliated with Northwestern (external personnel), click “Add”

Enter the first name, last name, Institution, Email Address, Telephone Number, Training

Date, select the Role in research and select whether or not the team member will be
involved in the consent process at item 4.

Training documents (i.e. CITI or NIH human subjects training) are to be uploaded later on

in the “Supporting Document” section of the application for each external study team

[ ]
under item 2.
o
o
member.
[ ]
Study Team Members
1_Internal Personnel

Identify each additional person involved in the design, conduct, or report|

+ Add
Name Roles Involved in Consent
(@ Update | ZsaZsaBrown  StudyTeam Member  yes
(2 Update  Cynthia Poon Study Team Member yes
(2 Update ~ Karen Williams ~ Study Team Member yes

2 External Personnel

Identify each external person who will interact with participants or have

@ Add NU External Team Members - Mozilla Firefox

Add NU External Team Members

1. * First Name:

* Last Name:

* Institution:

Email Address:

Telephone Number:

2. * CITl Training Date:

Investigator Agreement (I1A). Do not list research staff from institu
+ Add

Name Institution

Role}

There are no items to display

Note: For each external Study Team member, please attach documentation of completed CITI training in the ‘Other
Attachments' section of the Documents page.
3. * Role in research: (check all that apply)
O co-Investigator
O Study Team Member
4.*ls involved in

QOvYes ONo Clear

OK and Add Another

*Required

I

Once all study team members are entered, select “Continue” in the bottom right corner.

f covered by an IRB (IAA) or Individual

Phone Training Date

**Please note: If you have any questions or are unclear about a study team member’s role and/or
whether they are involved in the consenting process, please make to sure contact the study team for

clarification.
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Study Scope

e The answers to these questions can be found in the study protocol.
e Ifyou select “No” to either selection, then subsequent study application pages will not appear

(i.e.if you select that no drugs are involved with the study, then the “Drugs” section of the study
application will not appear when you select Continue).

e Select “Continue” in the bottom right corner once completed.

Study Scope

1.* Does the study specify the use of an approved drug or biologic, use an unapproved drug or biologic, or use a food or dietary to diag; cure, treat, or mitigate a disease or itie 79
IQYes QNo Clear

2 * Doesthe study evaluate the safety or effectiveness of a device or use a humanitarian use device (HUD)?
QOYes ONo Clear

Drugs
Drugs

1. Listall drugs, biologics, foods, and dietary supplements to be used in the study:

Generic Name Brand Name Investigational Drug Code Name Attachment Name
There are no items to display

2. Will the study be under any IND
OYes ONo Clear

3. Attach files: (such as IND or other information that was not attached for a specific drug) 9

+ Add

Document Category Date Modified

Document History
There are no items to display

o [fthereis a study drug(s), click “Add” under item 1.
o Inthe box that pops up, within the comment field under “Select the drug”, you can begin

to type the name of the study drug. If is listed on a pre-populated list, it will appear for
selection.

o If you cannot find the drug in the pre-populated list, enter it in the appropriate field
below the selection box.

o Initem 2, attach files related to this drug (e.g. Investigator’s Brochure, package insert).
o Select “OK” once finished or “OK and Add Another” if the study has multiple study drugs.
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Drugs

1 * Listall drugs, biologics, foods, and dietary supplements to be used in f @ Add Drug - Mozilla Firefox =)

4 Add

Generic Name

There are no items to display

2. * Will the study be

Brand Name L AddDrug

Add Drug Information

1. Select the drug: @
under any IND

QOYes ONo Clear

3. Attach files: (such as IND or other information that was not attached f{ | Drug name:

+ Add

Document

There are no items to display

&« Back

If you cannot find the drug in the list above, enter its information here:

Investigational Drug Code Name (if no brand or generic name available)
Category

2. Attach files related to this drug:
+ Add
Document Category Date Modified Document History

There are no items to display

Attachments may include a copy of the package insert, investigator brochure, product labeling, or verification of any
IND number.

* Required OK and Add Another Cancel

e [fthe study is not conducted under an IND (and an NU investigator does not hold an IND
exemption), this page is complete and select “Continue” in the bottom right corner.
e [fthe study is conducted under an IND, click “Add” under item 2.

O

If an NU investigator holds the IND, enter the appropriate information into the box that
pops up.

If the study is a sponsored study where the sponsor holds the IND, you can find this
information in the study protocol or from the sponsor contact, and enter the appropriate
information into the box that pops up.

e |fthe NU investigator or study sponsor provides any documentation related to the IND (e.g.
acknowledgement of IND submission, study may proceed letter, IND exemption letter), upload it
to item 3 by clicking “Add”.

O
O

A letter is required when an NU investigator holds the IND or received an IND exemption.
A letter is not required when an industry sponsor holds the IND, but if provided you may
include.

e Once all study drug information is entered, select “Continue” in the bottom right corner.
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Devices

Devices @
1. * Select each device the study will use as an HUD or for safety or
Device Humanitarian Use Device Attachment Name

There are no items to display

2. * Device exemptions applicable to this study: 9
QO IDE number

O HDE number
o Claim of abbreviated IDE (nonsignificant risk device)

O Exempt from IDE requirements

Clear

3. Attach files: (such as IDE, HDE, or other information that was not attached for a specific device)o
+ Add

Document Category Date Modified Document History

There are no items to display

o [fthereis a study device(s), click “Add” under item 1.

e Inthe box that pops up, within the comment field under “Select the device”, you can begin to
type the name of the study device. Ifitis listed on a pre-populated list, it will appear for
selection. If you cannot find the device in the pre-populated list, you can enter the name in the

same box.
e Attach files related to this device (e.g. device manual, Instructions for Use, or informational
brochure).
e Select “OK” once finished or “OK and Add Another” if the study has multiple study devices.
Devicese
1.* Select each device the study will use as an HUD or evaluate for safetya'.v o Deice ghtozila Firefox B
&+ Add ® & https://eirbplus.nortk .edu/IRB/sd/C istration/Choosers/Entity/CustomDataTy,_=+* (] ,ﬁrﬂ
Device Humanitarian Use Device Add Device Information ]

There are no items to display
1 Select the device: @ B

2 * Device exemptions applicable to this study: 0
O IDE number If you cannot find the device in the list above, enter its information here:

QO HDE number Device name:
O claim of abbreviated IDE (nonsignificant risk device)

O Exempt from IDE requirements Is this a humanitarian use device (HUD)?
Clear QYes QNo Clear

]

5 . . . |
Attach files: (such as IDE, HDE, or other information that was not attal 2 Attach files related to this device:

<+ Add
+ Add

Document Category -
Document Category Date Modified Document History

There are no items to display There are no items to display

Attachments may include a copy of investigator brochure and the product labeling/device instructions.

* Required

e Underitem 2, select whether any device exemption types are applicable (e.g. IDE, HDE, non-
significant risk device, or IDE exempt).

e |f no device exemption types are applicable to the study, or if non-significant risk device, or IDE
exempt, then you are done with this page and select “Continue” in the bottom right corner.

e Ifthe study is conducted under an IDE or HDE, click “Add” under item 3.
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o Ifan NU investigator holds a type of device exemption, enter the appropriate
information into the box that pops up.

o If asponsored study where the sponsor holds a type of device exemption, you can find
this information in the study protocol or from the sponsor contact, and enter the
appropriate information into the box that pops up.

e [fthe NU investigator or study sponsor provides any documentation related to the device
exemption determination (e.g. acknowledgement of IDE submission, IDE approval letter,
abbreviated IDE letter, IDE exemption letter), upload it to item 4 by clicking “Add”.

o Aletteris required when an NU investigator holds the IDE/HDE.

o Aletteris not required when an industry sponsor holds the IDE/HDE, but if provided you
may include.

e Once all study device information is entered, select “Continue” in the bottom right corner.

Consent Forms and Recruitment Materials

Documents for Research to be Performed at Northwestern

1. Consent forms: 9

Document Category Date Modified Document History

There are no items to display

2. Recruitment materials: (add all material to be seen or heard by potential participants, including ads)e

<+ Add

Document Category Date Modified Document History

There are no items to display

3. Supporting Documents: (any study-related documents not attached elsewhere)

+ Add

Document Category Date Modified Document History

There are no items to display

e Upload all consent forms, including NU IRB consent forms for external sites containing site-
specific edits, if applicable (item 1) and NU recruitment/retention material (item 2).

o Updates to a previously approved consent form (not a clean consent form being
submitted for a new study) should be uploaded from the R: drive as a tracked changed
document (section 1 of the attachment window below). However, after uploading the
file, be sure to remove the “(tracked changes)” portion of the file name (section 2 below).
This is done because the IRB displays the name provided here on the approval letter, and
revising the file name will ensure that the approved consent form will not read in tracked
changes and create confusion for someone retrieving it at a later date.

10
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Documents for Research to be Performed at Northwestern

1. Consent forms: 9
+ Add

Document

There are no items to display

7_Recruitment materials: (add all material to be seen or heard by potentij 18-182 BHV4157-206... Choose File

+ Add

Document

There are no items to display 18-182 BHV4157-206_MainConsent_09-06-2018] _

3. Supporting Documents: (any study-related documents not attached el|| 3. Version number:

+ Add

Document

There are no items to display

@ Add Attachment - Mozilla Firefox [B=E=)
® @ https://eirbplus.northwestern.edu/IRB/sd/CommonAdministration/Choosers/Entity/CustomDataT - 9 W
Category Add Attachment

1.* File to attach:

Category 2_Name: (if not supplied, the file name will be shown)

Category

“Required oK OK and Add Another

NU recruitment material consists of documents seen by the public/potential study
subjects that requires and contains all Northwestern University required recruitment
elements (i.e. content can be controlled by NU study staff and is used specifically at NU).
For instance, a study-wide website run by the study sponsor would not be included in this
section (but would be included in Supporting Documents).

Recruitment materials not seen by the general public (i.e. doctor to doctor letters) do not
need to be submitted to the IRB for review and can be omitted from the study
application.

Supporting Documents
e Upload all remaining study documents that will be used to conduct the research that require IRB
review. This includes but may not be limited to the following documents:

O

All materials seen by the public/potential study subjects not defined as “recruitment
materials” in the Consent Forms and Recruitment Materials section (i.e. surveys,
guestionnaires, ID cards, instruction booklets, unmodified recruitment items part of a
Central Recruitment Campaign, etc.)

If included as appendices to the study protocol, each document must still be individually
uploaded here.

Radiation dosimetry form and memo (see Supporting Documents section of Essential
Regulatory Documentation for more information)

SRC Committee approval letter

External personnel CITI training certificates

Data collection forms (for chart review studies)

11
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Sites

Sites

1. Please specify study site(s):

IO Northwestern University (NU) - Evanston

[ Northwestern University (NU) - Chicago

(O Northwestern University (NU) - Qatar

(J Ann & Robert H. Lurie Children's Hospital of Chicago (Lurie Childrens)

O clinical Research Unit (CRU)

O Northwestern Memorial HealthCare (NMHC) and/or its affiliates

O shirley Ryan AbilityLab (SRALab)

O Robert H. L Center and/or its affiliat

<+ Add

site
Ther

e ar

will be at Sites, Schools, (Preschools, Primary Schools, and/or Secondary Schools), or any other locations, please specify these below:

Contact Phone. Email External IRB Review Rely on NU IRB Location

& no items to display

The site information is found on the Intake Form.
“Northwestern University (NU) — Chicago” will always be a selected site for all studies we process
in NUCATS.

o Sites should include “Robert H. Lurie Comprehensive Cancer and/or its affiliates” if the
study has been approved by the cancer center. The cancer center approval letter is
uploaded into Supporting Documents.

If there will be any external sites (i.e. non-NU affiliate sites) then include those sites by clicking
“Add” in the second part of this section. The following information must be entered:

o Site name, type (international, school or other) and location

o Site contact information (name, email, phone)

o Whether NU IRB is IRB of record for the site

External sites are typically applicable when completing a New Study Submission when NU is a
Data Coordinating Center, or DCC (data from external sites is sent to NU for collection and
analysis).

External sites may also be study sites that choose to rely on Northwestern as the IRB of Record.
External study sites are typically designated when completing a New Study Submission

Select “Continue” in the bottom right corner once completed.

Final Page and RSS
The RSS Form is the final page of the new study submission. Prior to forwarding any submission to the PI,

the RSS form must be complete. If you are unsure how to answer a question, the blue help circles @
have useful clarifying information.

12
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1.0 Cancer Research

RSS: Cancer Research

The Research Supplemental Submission (RSS) collects information about each project submitted to the Northwestern IRB. This information is not used in the course of the IRB review. All
projects submitted to the Northwestern IRB should now confirm whether they are cancer-relevant, according to the NIH definition. The remainder of the RSS is required for Feinberg-
affiliated Pls or projects where research will take place at NMHC or one of its affiliate sites.

*1. Is this a cancer-relevant human subjects research study? Please view the help text to see if the study is cancer-relevant: 9
@ Yes O No Clear

* 1a. Is this an Emergency Use or single patient IND study?

QO Yes O No Clear

* 1b. Is this an investigator-initiated study? If yes, you must obtain Lurie Cancer Center approval BEFORE you submit this project to the IRB. This may include Disease Team
endorsement or acknowledgement, as well as Scientific Review Committee approval or acknowledgment. For questions regarding what is required for your specific project,

please contact the Lurie Cancer Center Protocol Review & Monitoring System staff at: SRC.CCSG@northwestern.edu
@ Yes O No Clear

You will not be able to submit this project to the IRB until the 'Related NOTIS Submission' below has an SRC Approval Date. You can check the SRC status any time in the 'Cancer Research -
SRC' tab in the study's workspace.

*1c. Related NOTIS Submission

The Lurie Cancer Center requires cancer-relevant studies to be tracked in the Northwestern Oncology Trial Information System (NOTIS). Please use the [...] chooser button
and follow the instructions to select or create the corresponding NOTIS record. Failure to select the correct record could delay IRB project approval. Please contact notis-
support@northwestern.edu for all NOTIS-related questions. NOTE: If you connect this IRB submission to the wrong NOTIS record below, you will have to contact notis-

support@northwestern.edu to correct it in the NOTIS system. The relationship between this IRB record and the NOTIS record is reflected below, but is maintained in the
NOTIS system.

The remainder of the RSS is REQUIRED for this submission. If you do not see the RSS questions below, the study's primary contact should execute the 'Manage Study Access' activity on the
study to add you to the guest list. (If this is a modification, they should do so on the root study.)

1. Question 1 asks if the research study is cancer-relevant.
a. Help text will assist with determining if a study is cancer-relevant

2.0 Operational Data

RSS: Operational Data

For help with this form, please send an email to navigator@northwestern.edu. Be sure to include 'RSS Operational Data Form Help' in the subject line of your email.

* 1. Will you or your study team access or collect Protected Health Information (PHI) from NMHC?
Q Yes O No Clear

* 2.Does your research include the use of students, residents, or fellows at the Feinberg School of Medicine as participants? If so, please be aware that you must seek
prior approval. For additional guidance please see this document. Please contact Dr. Marianne Green at m-green@northwestern.edu for more information.
@ Yes O No Clear

* 2a.If your research includes the use of students, residents, or FSM fellows, please attach documentation supporting approval you have received from FSM (e.g.
correspondence from Dr. Marianne Green indicating compliance with their policy):

[None] | & Upload

1. Question 1 has to do with the collection of PHI from NMHC. Will any Protected Health
Information (per HIPAA definition) be accessed or collected as part of the study? This
includes but is not limited to patient names and other identifiers, addresses, dates of
service, etc.

a. Yes: the data for the study will include PHI
b. No: the data for the study will be completed de-identified or will contain only
aggregate counts

2. Question 2 asks about the use of students, residents, and fellows at FSM as participants.

a. If the research includes the use of students, residents, or FSM Fellows,
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documentation supporting approval from FSM (e.g. correspondence from Dr.
Marianne Green indicating compliance with their policy) must be attached.

3. Community Engagement in Research

Please answer the following questions about community participation in your research. If you need assistance with this section or to learn about resources to support community
engagement in your research, contact the Center for Community Health (cch-consult@northwestern.edu). Be sure to include 'RSS CCH Data Form Help' in the subject line of your email.

5a. In which of the following ways will non-academic organizations (including clinical sites affiliated with Northwestern) or community partners (e.g. community or faith-based
organizations, foundation, government, social service organization) participate in this research? Select all that apply.

(O Participating on an advisory board or other governing body for the study

(O Designing the study proposal or protocol (e.g. assessing feasibility, design of study questions, etc.)
Developing the intervention (e.g. drug, device, framework, approach, technology, etc.)

Providing a location or space for research recruitment, data collection or intervention delivery
Recruiting participants, including obtaining consent

Delivering study intervention

Acquiring/collecting specimens or data, including permission to use electronic data

Analyzing data

Interpreting findings

0 0O 0O o oo o o

Assisting with dissemination activities

(O N/A - No organizations, including clinical sites and community partners, will participate in this research in any capacity

(O oOther, please specify:

3b. Reminder: Please ensure that all study team members, including those affiliated with community partner organizations, who are engaged in research activities (for
example, consenting subjects and/or accessing identifiable participant data) are included in the study team member list in the IRB application for this study. Please direct
any questions about the study team member list to the Northwestern University Institutional Review Board office (https:/irb.northwestern.edu/eirb-support). The Center
for Community Health (cch-consult@northwestern.edu) can advise organizations without their own IRB about how to establish a Federal-wide Assurance (FWA) and can
provide community-friendly Human Subjects Protection Training in English and Spanish.

+ Add

Organization Name Zip Code City and Country
There are no items to display

3. Question 3 asks about Community Engagement in the research.
a. The answer will typically be “N/A — No organizations, including clinical sites and
community partners, will participate in this research in any capacity.”

2.0 NMHC

1. The NMHC affiliation selected for Question 1 should reflect what is provided on study documents,
including the 1572 and Consent form.

RSS: Northwestern Memorial HealthCare (NMHC)
For help with this form please contact Delores Purnell Crump at dpurnell@nm.org, or call (312) 926-1719. Be sure to include 'RSS NMHC Data Form Help' in the subject line of your email.
* 1. Northwestern Memorial HealthCare (NMHC) Site(s):

O Northwestern Memorial Hospital (NMH)
O Northwestern Medical Group (NMG)
O

Northwestern Lake Forest Hospital (NLFH)

<]

Other NMHC Affiliate

*
o

. If other, please specify:

2. If there is a 1572 for the study, Question 2 will be completed.
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2. Please enter information for each investigational drug included in the study (i.e. drugs that have been given an IND number by the FDA):
+ Add

There are no items to display

3. Indicate if equipment, hardware or software will be brought to NMHC for the study. This should be
confirmed by the study coordinator or Pl for the study.

* 3. will equipment, software and/or hardware be brought to NMHC for this study?

. Yes

ONo

O Unknown at Time of Submission
Clear

* a. If Yes to question 3, describe the equipment:

Z

* b.IfYes to question 3, indicate the NMHC Department where equipment will be housed:

* c. If Yes to question 3, do you anticipate any IT involvement in this project (e.g. hardware, software, etc.)?

O Yes O No Clear

4. Question 4 discusses the type of patient being seen for the study. For example, for studies where
patients will receive overnight infusions at the CRU, “Inpatients” would be selected.

* 4. Indicate the patient type at NMHC:

O Inpatients

O Outpatients

(O Medical Students/Residents
Pediatrics

(O Emergency Department

(O Bedded Outpatients

O Specimen Collection/Processing
O NM Staff

(O Mathews Center for Cellular Therapy (MCCT)
Other
*

a. If Pediatrics checked, specify the age:

* b. If other checked, specify:

5. For any additional service locations being used, indicate this here. For example, if the study has an
investigational drug being stored at the pharmacy, select “Investigational Pharmacy”

M Northwestern Medicine’
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* 5.

Indicate the ancillary service areas where the research will be conducted:

Blood Center

Clinical Research Unit (CRU)

Diagnostic Testing Center (DTC)
Emergency Department

Gl Lab

Hematology/Oncology

Infectious Diseases Clinic

Interventional Radiology Laboratory/Pathology
Intensive Care Unit
Mammography/Breast Center (Lynn Sage)
NMDTI

OB/GYNE/SCN

Investigational Pharmacy

NMG Clinic

Radiology/MRI/Nuclear Med/CT
Surgery/Operating Room

Transplant

EP

Catheterization Lab

0O 000 O0bO0O0O0ODO0OO0OOOOOOODOOODO O Do

Mathews Center for Cellular Therapy (MCCT)

Other

<]

*
I

. If other checked, please specify:

6. Indicate that you agree with Northwestern's liability policies by selecting the “I Agree” box

6. / understand that most third-party i carriers, including Medicare and the Illinois Department of Public Aid, will not cover ii 7 [ services.
acknowledge Northwestern Medicine may not be held liable forabsorb/ng the cost of research charges, without the expressed written aurhonzat/on af the Hospital.

I Jim ol

gly, |

Per Northwestern Medicine Policy 5.0034, | understand the Hospital reserves the right to conduct periodic audits to ensure pliance with established policies and procedures and | agree
to support the Hosplta[ w:th these efforts in a timely manner and make available all required records. Additionally, | understand that failure to comply w:th all applicable federal/state laws
and North n lprocedures related to this research may include disciplinary action up to and including termination of research at the Hospital.

* lagree: O Yes O No Clear

3.0 Data Security

The section will be completed if the Pl is a Feinberg School of Medicine faculty member collecting health
information on research participants. If completing this section, you will need to complete a Data Security
Plan form (DSP). The DSP documents the methods used to record, store, and transmit subject study data
in order to protect PHI.
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RSS: Data Security

For questions about the 'Data Security' section of the form, please contact FSMIT-policy@northwestern.edu. Be sure to include 'RSS Data Security Form Help' in the subject line of your
email.

* 1. Attest that all sections of the Data Security Plan are complete, using the following Data Security Plan template. If not, attach a document explaining why this project is
not Human Subjects Research, or otherwise not applicable:
QO Yes QNo Clear

Data Security Plan template:
http:/www.feinberg.northwestern.edu/it/policies/information-security/data-security-plans.html

* 2. Upload the Data Security Plan (or Not Human Subjects Research justification) for this study. Please do NOT attach the protocol. If you do not yet have a Data Security
Plan, use the template linked above to develop one for this project.

[None] ; Upload Revision

Technology Resources
Please address all questions and requests for IT resources required (e.g., storage and storage estimates, backup storage, archiving storage, granting access to date) of the Data Security
Plan to FSMHELP@northwestern.edu.

Data Security Plans
Please address all questions, request for clarification and all other forms of assistance regarding Data Security Plans to FSMIT-policy@northwestern.edu.

Example Data Security Plans
http:/www.feinberg.northwestern.edu/it/policies/information-security/data-security-plans.html

You will see the following at the bottom of the RSS Form:

Click Finish to exit the form.

1. Important! To send the submission for review, click Submit on the next page.

Save @ Exit 4\ Hide/ShowErrors & Print @ JumpTo~

e Click the “Finish” button to exit the form. This will not submit the study application; it will only
bring you back to the main study page in elRB+.

e Once ready to be submitted for review, on the main study page click “Notify Pl to Submit”.

e You will be directed to a text box, where a message may be entered. Please use the following
template language for all submissions forwarded to the PI:

Hello Dr. (PI's last name),
The submission is complete and ready to submit.

Thank you,
(Your first name)

e After you click “OK”, an email will be generated notifying the Pl to submit the study to the NU IRB.
The Pl will not be able to submit until the RSS is complete.
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Deborah Welch

I | NMHC Endorsement: STU00202923

To  BPriya Tripathi

Cc [INM Investigational Drug Service (NM); [ Jane Regalado

Message FIDS Fee Worksheet_v4_09 05 14.pdf (55 KB) [ Investigational Drug Order Form1.doc (30 KE)
Northwestern Office of Research
. . N 541 North Fairbanks, 13th Floor
Med ICine Chicago, Illinois 60611
Study: STU00202923
PI: Cindy Zadikoff
Title: RESTORE: A clinical study of patients with 1 R i h ich Ension to

assess Sustained effecTs Of dRoxidopa thErapy

Dear Cindy Zadikoff:

Thank you for submitting the above titled research project. You have indicated that Northwestern Memorial
Hospital (NMH), Northwestern Medicine Group (NMG), or Northewstern Lake Forest Hospital (NLFH) will
be a project site, and therefore the Northwestern Memorial HealthCare (NMHC) Office of Research (OOR)
has reviewed and endorsed this study in eIRB.

NMHC Office of Research end upon the ing:

of this study is

1. The submission of a completed Research Budget Form in Study Tracker. Once the NMHC budget has been
approved in Study Tracker, the NMHC research account number will be your IRB STU number. Instructions
for completing the budget in Study Tracker can be found at:

http-/nucat:
£ —enotis

d ices/data-i H i Is/nitro-study-tracker-

This study has been identified as a Medicare Qualifying Clinical Trial (MQCT), the NCT number from
ClinicalTrials.gov must be entered into Study Tracker prior to the release of the research account number.

2. An electronic Study Participant Research Voucher (eSPRV) must be completed and submitted in Study
Tracker by the close of business on the day of the research service(s) being rendered. Submit an eSPRV for all

research services.

3. of as follows:
a. Complete the Investiagional Drug Services (IDS) Fee Worksheet
b. To ensure that ordering and ibing orders for i igational drugs for occur in a way that
‘maximizes patient safety, prevents delays in the filling of prescriptions, and adheres to JCAHO standards for
medication management, please complete the Investigational Drug Order Form (attached) and retum to the
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Deborah Welch
NMHC Endorsement: STU00202719

F-y

To M Priya Tripathi

Northwestern Office of Research
. e 541 North Fairbanks, 13th Floor
Medicine Chicago, lfinois 60611
Study:  STU00202719
PL: Amy Paller
Title:  An Open Label Multi-Center Extension Study to Evaluate the Long-term Safety of ZorblisaTM (SD-
* 101-6.0) in Patients with Epidermolysis Bullosa
Dear Amy Paller:

Thank you for submitting the above titled research project. You have indicated that Northwestern Memorial
Hospital (NMH), Northwestern Medicine Group (NMG), or Northewstern Lake Forest Hospital (NLFH) will
be a project site, and therefore the Northwestern Memorial HealthCare (NMHC) Office of Research (OOR)
has reviewed and endorsed this study in eIRB.

NMHC Office of Research endorsement of this study is contingent upon the following:

1. If there are any University )! listed as Authorized P 1 that need access to
NMHC'’s facilities or Systems to conduct research, the individual(s) may need to complete the NMHC Access
Program. If individuals on your team needs to complete the NMHC Access Program or you are uncertain,
please contact the NMHC Office of Research at (312) 926-1719 to receive further guidance and instructions.
or need additional about the i

Please contact me if you have any qu and/or

forms enclosed in this email.

We wish you success in the conduct of your research study at NMH.

Thank you

Deborah Welch

Research Compliance Coordinator
Office of Research

Northwestern Memorial HealthCare

541 N. Fairbanks Court, Suite 1337
Chicago, Illinois 60611
312.926.2244
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