NJH IRB MANGER

IRBManager Instructions for Researchers

Creating a New Application for Human Subjects Review Protocol

If you want to create a new study submission form, click on <Start a new application for expedited or
full board review/Start a request for Human Subjects Determination/Submit a Request for Exempt
Determination> on the left hand side of the screen under ‘actions’.
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How do you navigate through the New Protocol form?

NOTE: Your work is SAVED in IRB Manager each time you click ‘next’, ‘previous’, or ‘save for later’ (see
bottom of each page). In this way, you can start a form and finish it at a later time. Incomplete, saved
forms can be found under “#unsubmitted xForms” on the IRB Manager homepage.

If you want other investigators to help you create the application, you'll want to add them by using the
‘collaborators” button at the top of the screen. NOTE: collaborators are other investigators you are
inviting to help write/edit the new application. It is not required that you add any collaborators, however
please ensure IRB Contacts or Coordinators are listed in the application.
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Once on the ‘collaborators’ screen, you'll start by typing in the email address for the person(s) you'd like to
add. You will then decide which level of access to provide for each collaborator. We recommend that you
only provide collaborators with “EDIT” access, meaning they can help edit the application, but they can'’t
invite other collaborators to participate (MANAGE) or submit the application (SUBMIT). Use the ‘note for
collaborator’ box to provide text for an email, as an email will be automatically sent to each collaborator
you add.
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The xForms to create the New Protocol Submission are simple and intuitive to use. You will type the
information directly into each of the boxes. At the bottom of each page, you will hit the ‘next’ button to
proceed to the next page. You can also use the navigation pull-down menu at the top of the screen to skip
to specific sections of the form.
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| Instructions: Pl bmit this d form fo, Additional Reviews/approvals ealth. This Add Note |

application must be accompanied by‘:a protocol det:
and justification, inclusion and exclusion criteria, r
iderations, provisii for the protection of hun pesearch Description

. sample size description

Applicable Regulations wlytlc plan, regulatory

**In addition to this form, please refer to the n Research Setting/Performance Sites bsite, for other items to

Collaborative Research

Subject Population

| Form created by: Add Mote  View Audit |

. Research Involving Children as Subjects
Holstein, Amy

Email: holsteina@njhealth.org Research Involving Pregnant Women, Fetuses or Neonates
R h Involving Priscners
HS# (Required) Research Involving Adults with with Impaired Decision-Making Capacity Add Note  View Audit |
2019-006 Identification/Recruitment of Subjects

Informed Consent

Protocol Title (Required) R Add Mote  View Audit |
Informed Consent Process and Documentation

Request for Waiver, Alteration and/or Documentation of Consent

Data/Confidentiality

Provision of Results N
If you enter an email address for a study team mer __ . L r message to Add Note
say the contact is not found. If this happens, pleas RI5KS/Risk Mitigation

Add a New Contact FEVETE
Costs
Principal Investigator (Reguired) Compensation Add Note  View Audit |
- | Non-hMonetary Gifts/Tokens of Appreciation
Privacy

COI & Scientific Misconduct Form [(Reguired)

Instructions for completing individual sections of the application are to the right in italics.

Method of Subject Selection (Required) M Add Note

| =4 Provide complete information about how research subjects will be
identified, recruited, invited to participate, etc. Indicate approximately
how many research subjects you will contact and how many you will
actually use in your research. Your description of recruitment and
selection must include any letters, announcements, advertisements, or

4 other related materials. Any materials used in any selection/recruitment

context should be included in an appendix and noted in the “Enclosures”
section below. Please see the IRB website for more information
regarding how to protect the privacy, dignity, and welfare of potential
subjects.

Study Site (Reguired) Add Note

Ic4 Indicate where the study will be conducted. For sites other than IUP
(and sometimes for various offices on the IUP campus), investigators
must provide a site approval letter from the outside site. The site
approval letter needs to come on the site’s own letterhead (i.e., not a
plain piece of paper or IUP letterhead for outside sites), contain

A language that indicates the site understands the nature of the research
in question and what their involvement will entail, and be signed by a
person from the site with the authority to provide such approval. If the
site approval letter is included with the protocol, note this fact in this
section, indicate it as one of the “"Enclosures” (later in this document),
and append it to the protocol. If the site approval will arrive under
separate cover, state that here.
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While you are preparing the application, IRB Manager will give an “issues” message if you hit the ‘next’
button without completing all required sections on that page. If you gre still editing the document and wish
to move to a different section, simply use the ‘pull down menu’ at the top of the screen to skip ahead to
another section.

A
The following issues exist. Click on an issue to jump there.
Project Title - Required.
Project Type - Required.
Principal Investigator - Required.
Add students |later - Required.
Estimated project start date - Required.
Estimated project end date - Required.

When you reach the ‘Attachments’ page, you'll be instructed to upload all informed consent documents,
site approval letters, CITI Training Completion Certificates, and all other relevant attachments (e.g., copy
of the survey, focus group questions, recruitment materials). Click the ‘add attachment’ button to select
the appropriate document from your computer or DropBox.

Human Subjects Review Protocol -- Attachments

Please attach all Informed C D if Add Note View Audit
Add Attachment A sample consent form can be found by clicking this link Sample Consent
Form
Please attach any site approval letters Add Note View Audit
Add Attachment[ The site approval letter must be on the official letterhead of the site and
endorsed by the person responsible for the site.
Please attach CITI Training Completion Certificates. Add Note  View Audit
‘ Add Attachment All students submitting a protocol are required to attach their CITI

Training Completion Certificate. Student protocols will not be approved
without the certificate attached.

Please click 'Add and add all r Q ‘e, Survey, Syllabi, Interview Guide, Add Note View Audit
Focus Group Questions, Debriefing forms, Recruitment Materials,

[Add Attachment|

Once you have completed the entire document, you are given the choice to ‘save for later’ or ‘submit’. If
you choose ‘save for later’, you can access that application on the IRB Manager dashboard under “#
unsubmitted xForms.”

Please NOTE, if required items are incomplete, IRB Manager will provide an ‘issues’ message and direct
you to the sections that must be completed. Incomplete applications cannot be submitted.

You've completed the form. You can now either save the form for later revision, or submit it.

Save for Later| [Print| [Submit
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