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[bookmark: _Toc63067283]Accessing IRBManager (IRBM)

PLEASE NOTE: Only PIs will have access to their existing studies prior to transition, no study staff were migrated.  PIs will need to initiate xForms for their studies and add collaborators if they need assistance with their submission.  Follow the instructions in section: “Adding Collaborators”. 

Using an internet browser, navigate to the following URL: https://pvamc.my.irbmanager.com/, your page should look similar to this (after clearing a required VA pop-up):

[image: ]  Username and password
PIV Badge

  
 
For individuals that are already within IRBM, you can click on the PIV/SSO login link (if using your PIV badge) to activate your user account, just follow the prompts and enter your PIV credentials.  For those not logging in with their PIV badge, you can use the forgot password link to activate your user account by clicking on the Non-PIV Users link and then clicking “Forgot Password”.  This will allow you to reset (create a new) password for the system.  Everyone that was an active employee within Research and Development (R&D) Service as of November 27, 2020 was added to the system; anyone employed after this date may need to use the instructions below.

For individuals that aren’t within IRBM yet (e.g., the system didn’t recognize your PIV badge, you used the forgot password link and didn’t receive an email, etc.), you’ll need to contact vhapor-pvamcmirb@va.gov to request an account.  Please include your full official name, primary email address, and secondary email address (if using).



[bookmark: _Toc63067284]I have QUESTIONS!

If you have questions, that aren’t answered by the information in the User Guide, please contact the appropriate committee coordinator either through the resource mailbox you’ve been using or by contacting them directly (if the committee doesn’t have a resource mailbox).  

Resource Mailboxes:
IACUC: PVAMC-IACUC@va.gov
IRB (internal and external IRBs): PVAMC-IRB@va.gov
SRS: Research.Grants@va.gov
Exemption Subcommittee: PVAMC-IRB@va.gov
R&DC: email coordinator directly

If the committee coordinator is unable to answer your question, they will work with the appropriate Research Administration Office staff to get an answer for you.





[bookmark: _MIGRATION_OF_EXISTING][bookmark: _Toc63067285]MIGRATION OF EXISTING STUDIES

The following information pertains to how each committee will migrate existing studies to IRBM.  For specific questions regarding migration, please contact the committee coordinator for more information.

PLEASE NOTE: Only PIs will have access to their existing studies prior to transition, no study staff were migrated.  PIs will need to initiate xForms for their studies and add collaborators if they need assistance with their submission.  Follow the instructions in section: “Adding Collaborators”. 

[bookmark: _Toc63067286]PPQs (pending studies)
For studies that were pending at the time of transition (e.g., you submitted a PPQ and have an MIRB#, but never submitted initial study documents for your project, follow the below instructions:

To locate the study site to initiate the required committee/subcommittee xForms, follow these steps:
1. Log into IRBM
2. Navigate to your Project tab
3. Scroll to the bottom of the screen and click on the button under “Inactive Projects”
PLEASE NOTE: the layout of IRBM will change when you click this button, this is how it’s supposed to look.  
4. On the next page, in the middle under “Projects where I am the PI (# Inactive), look for the MIRB number that corresponds with the project you want to submit documents for ad click on the link under the “Project” column
5. On the next page, find the left-hand navigation menu and under “Actions” select “Start xForm”
6. Using the list of available xForms, locate the committee initial submission xForm and click on the link under the “Form (Click to Start)” column.  If you are unsure which xForm to use, please refer to the section: Required xForms for Each Committee/Subcommittee, if you are still unsure which xForms need to be submitted for this project, please email Research.Grants@va.gov for guidance.


[bookmark: _Toc63067287]R&DC
Projects reviewed by the R&DC will be migrated at continuing review, by completing a continuing review in IRBM.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an R&DC - Amendment xForm as well.

Due to the required migration to VAIRRS by June 30, 2021, we are not recommending you submit an amendment to add study staff at this time.  This will need to be done in the new system post migration.  In order to add study staff to this project, you will need to submit an R&DC - Amendment xForm.

[bookmark: _Toc63067288]IACUC
Projects reviewed by the IACUC will be migrated at continuing review, by completing a continuing review in IRBM.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an IACUC - Amendment xForm as well.

Due to the required migration to VAIRRS by June 30, 2021, we are not recommending you submit an amendment to add study staff at this time.  This will need to be done in the new system post migration.  In order to add study staff to this project, you will need to submit an IACUC - Amendment xForm.

[bookmark: _Toc63067289]IRB
Projects reviewed by the IRB will be migrated at continuing review, by completing a continuing review.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an amendment using the old PRAF process, this form is available on our website https://www.portland.va.gov/Research/piservices/rd_forms.asp. 

[bookmark: _Toc63067290]SRS
Projects reviewed by the SRS will be migrated at continuing review, by completing a continuing review in IRBM.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an SRS - Amendment xForm as well.

Due to the required migration to VAIRRS by June 30, 2021, we are not recommending you submit an amendment to add study staff at this time.  This will need to be done in the new system post migration.  In order to add study staff to this project, you will need to submit an SRS - Amendment xForm.

[bookmark: _Toc63067291]External IRB
Projects reviewed by External IRBs (except for those reviewed by OHSU IRB3 and VA Central IRB) will be migrated at continuing review, by completing a continuing review in IRBM.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an R&DC – External IRB Amendment xForm as well.

Due to the required migration to VAIRRS by June 30, 2021, we are not recommending you submit an amendment to add study staff at this time.  This will need to be done in the new system post migration.  In order to add study staff to this project, you will need to submit an R&DC – External IRB Amendment xForm.

Projects reviewed by OHSU IRB3 and VA Central IRB will be migrated to the new system at the time of continuing review by Research Administration Office staff.

[bookmark: _Toc63067292]Exempt Studies
Projects reviewed by the Exemption Subcommittee will be migrated at continuing review, by completing a continuing review.  If changes are also needed at the time of CR, you will need to submit an amendment using the old PRAF process, this form is available on our website https://www.portland.va.gov/Research/piservices/rd_forms.asp.

[bookmark: _Toc63067293]Decedent Applications
Projects reviewed by the R&DC will be migrated at continuing review, by completing a continuing review in IRBM.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an R&DC - Amendment xForm as well.

Due to the required migration to VAIRRS by June 30, 2021, we are not recommending you submit an amendment to add study staff at this time.  This will need to be done in the new system post migration.  In order to add study staff to this project, you will need to submit an R&DC - Amendment xForm.

[bookmark: _Toc63067294]HUDs
Projects reviewed by the IRB will be migrated at continuing review, by completing a continuing review.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an amendment using the old PRAF process, this form is available on our website https://www.portland.va.gov/Research/piservices/rd_forms.asp.

[bookmark: _Toc63067295]Expanded Access
Projects reviewed by the IRB will be migrated at continuing review, by completing a continuing review.  Continuing reviews in the system do not allow changes to the study, they are referred to as straight CRs.  If changes are also needed at the time of CR, you will need to submit an amendment using the old PRAF process, this form is available on our website https://www.portland.va.gov/Research/piservices/rd_forms.asp.




[bookmark: _Toc63067296]Submission Process for IRBM

[bookmark: _Toc63067297]STEP 1: Submitting the Proposed Project Questionnaire (PPQ)
PLEASE NOTE: This step is not applicable to those individuals submitting Humanitarian Use Devices (HUD) request or Expanded Access Requests.

In order to submit a new project within the system, you must first submit a PPQ.  The link to the PPQ can be found under the left-hand navigation menu.  Once the PPQ is submitted and reviewed by our office, an email with a link to the PPQ will be sent to the PI with additional instructions and links to the required xForms that need to be completed for the submission to be reviewed by the relevant committees/subcommittees.  

If you are not ready to submit to the required committees/subcommittees, retain the email as this is the easiest way to navigate back to this submission.  Additional instructions are below should you misplace this email.

[bookmark: _Required_xForms_for][bookmark: _Toc63067298]STEP 2: Required xForms for Each Committee/Subcommittee

[bookmark: _Toc63067299]R&D Committee (R&DC)

Initial Submission
Forms for initial submission to the R&DC will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for R&DC – IR Submission.
		
Continuing Review
		R&DC – CR Submission
	
Amendment
		R&DC - Amendment

Study Closure
		R&DC – Finalization


[bookmark: _Toc63067300]Institutional Animal Care and Use Committee (IACUC)

Initial Submission
Forms for initial submission to the IACUC will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for IACUC – IR/3-Year Renewal.

Continuing Review
		IACUC – CR Submission

Amendment
		IACUC - Amendment

3-Year Renewal
		IACUC – IR/3-Year Renewal

Study Closure
		IACUC – Finalization


[bookmark: _Toc63067301]Institutional Review Board (IRB)

Initial Submission
Forms for initial submission to the IRB will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for IRB – Review Questionnaire (non-repository), or IRB – Repository RQ (repositories).

Continuing Review
		IRB – Annual Review/Check-in
PLEASE NOTE: for studies that weren’t initiated in IRBM, but are transitioning to IRBM, do not fill out this form.  You need to submit the Initial submission form. 

Amendment
		For non-repository studies:
IRB – Review Questionnaire
PLEASE NOTE: for studies submitted to the IRB for review, there isn’t a separate amendment xForm, all changes are made to the initial submission xForm.

		For repository studies:
			IRB – Repository RQ
PLEASE NOTE: for studies submitted to the IRB for review, there isn’t a separate amendment xForm, all changes are made to the initial submission xForm.
	
Reportable Events
		IRB – Reportable Event Form

Study Closure
		IRB – Finalization



[bookmark: _Toc63067302]Subcommittee on Research Safety (SRS)

Initial Submission
Forms for initial submission to the SRS will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for SRS – Project Safety & Hazard Assessment Form.

Continuing Review
		SRS – CR Submission

Amendment
		SRS – Amendment 

Study Closure
		SRS – Finalization


[bookmark: _Toc63067303]External IRB (Commercial IRBs)
PLEASE NOTE: For studies that submit to OHSU affiliate IRB3 (aka joint board) and for studies that submit to the VA Central IRB, these projects will need to submit a PPQ, but nothing else.  The below instructions are only for those projects that submit to commercial IRBs (e.g., NCI CIRB, WIRB, Advarra, Sterling, etc.).

Initial Submission
Forms for initial submission to the R&DC will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for R&DC – External IRB Initial Review.

Continuing Review
		R&DC – External IRB CR Submission
	
Amendment
		R&DC – External IRB Amendment

Study Closure
		R&DC – Finalization


[bookmark: _Toc63067304]Exemption Subcommittee

Initial Submission
Forms for initial submission for exempt studies will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for Certificate of Exemption.

Continuing Review
		IRB – Annual Review/Check-in		
PLEASE NOTE: for studies that weren’t initiated in IRBM, but are transitioning to IRBM, do not fill out this form.  You need to submit the Initial submission form.

Amendment
		Certificate of Exemption
PLEASE NOTE: for studies submitted to the IRB for review, there isn’t a separate amendment xForm, all changes are made to the initial submission xForm.		

Study Closure
		IRB – Finalization


[bookmark: _Toc63067305]Decedent Application

Initial Submission
Forms for initial submission for exempt studies will be provided via links in the returned PPQ.  Please refer to the PPQ for required initial submission documents.  When looking for an unsubmitted initiated document, look for R&DC – Decedent Research Application.

Continuing Review
R&DC – CR Submission

Amendment
R&DC - Amendment  

Study Closure
R&DC – Finalization


[bookmark: _Toc63067306]Humanitarian Use Devices

Initial Submission
IRB – Humanitarian Use Device



Continuing Review
IRB – Annual Review/Check-in
PLEASE NOTE: for studies that weren’t initiated in IRBM, but are transitioning to IRBM, do not fill out this form.  You need to submit the Initial submission form.

Amendment
IRB – Humanitarian Use Device
PLEASE NOTE: for studies submitted to the IRB for review, there isn’t a separate amendment xForm, all changes are made to the initial submission xForm.  

Study Closure
IRB – Finalization


[bookmark: _Toc63067307]Expanded Access

Initial Submission
		IRB – Expanded Access Request

Continuing Review
	IRB – Annual Review/Check-in
PLEASE NOTE: for studies that weren’t initiated in IRBM, but are transitioning to IRBM, do not fill out this form.  You need to submit the Initial submission form.

Amendment
		IRB – Expanded Access Request
PLEASE NOTE: for studies submitted to the IRB for review, there isn’t a separate amendment xForm, all changes are made to the initial submission xForm.

Study Closure
		IRB – Finalization




[bookmark: _Toc63067308]Getting Started in IRBM

[bookmark: _Toc53640119][bookmark: _Toc63067309]IRBManager Homepage Overview – PIs
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[bookmark: _Toc53640120][bookmark: _Toc63067310]Top Horizontal Navigation Menu Bar
1. Item 1 shows your options depending on what access you have to the system.  Those individuals that are both PIs, as well as committee members, might have a slightly different view.  Moving left to right:
a. Home will always take you back to this page
b. The next icon, which looks like a tower with two blue arches over it, is also a home button and will return you to the main page.  If you hover your mouse over it, you will see “Go to Switchboard”.  Switchboard is another name for the homepage.
c. The next icon is a magnifying glass in a circle, if you are looking for a specific project, you can enter keywords here (e.g., Protocol ID, title, etc.) and see a list of all matching items.
d. The next icon is of a person, this takes you to your settings that you can control, the menu allows you to:
i. review Recent Items; 
ii. go to Power Dashboard (which may have been deactivated), just takes you to a different style of homepage; 
iii. your profile Settings where you can change your password and modify certain personal information contained within the system; 
iv. turn on Dark Mode, which makes the background black; 
v. Help for system resources; and 
vi. Sign Off.

[bookmark: _Toc53640121][bookmark: _Toc63067311]My Projects Section
2. Box 2 shows items that are active within the system, tabs will hide when empty.  Tabs includes:
a. Project displays all “Active” projects 
b. Specific Committee Tabs displays “Active” projects by committee 
c. xForms displays xForms you are associated with across the system, this could include studies where you are a PI, study staff or reviewer for a committee.  You will use this tab to find unsubmitted xForms awaiting your attention, to see the status of submitted xForms that are in the review process, and to locate previously submitted PPQs (covered in section: “Help!  I can’t find my PPQ!!”).  
d. Events displays all xForm events you are associated with, at the top you will see bubbles with a number and description, these show how many of each type of event is associated with you.  This tab isn’t really useful for navigation or working purposes, just provides overview.
e. What’s New will have quick links to documents, instructions and announcements

3. Box 3 are the options available in all tabs and include:
a. Export to Excel, which allows you to export the displayed data into an excel spreadsheet
b. Click here to begin a new PPQ. Is where you go to initiate all projects, except for Humanitarian Use Devices (HUD) and Expanded Access Requests.
c. Test Signing – used for testing purposes and won’t appear in the final version you see
d. Start Other xForm takes you to a list of available xForms that can be initiated, right now only the PPQ, HUD and Expanded Access Request forms are available for initiation.  All other xForms require a PPQ to be submitted first.

4. Box 4 shows the options that are available for sorting the information under each tab and will change depending on the tab you’re in.  The example shows “Expiring Soon!”, if this were clicked, only those studies expiring soon would be visible.  Under the xForms tab, you may see “Unsubmitted” or “xForms being processed at a later stage”, which you can use to sort which xForms require your attention versus those somewhere in the submission process.



[bookmark: _Reviews_Tab]


	
[bookmark: _xForm_Navigation,_Top_1][bookmark: _Toc63067312][bookmark: _Toc53640115][bookmark: _Hlk55550624]xForm Navigation
All xForms have the same top and bottom navigation options, those options have been listed below for your reference.  PLEASE NOTE: you must be in an xForm to see these options.

[bookmark: _Toc63067313]xForm Navigation, Top of Form
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[bookmark: _Toc52462552]
1. [bookmark: _xForm_Navigation,_Top]When you first access an xForm it will all appear as one page, but you can use the top navigation to jump to different sections, please see the following example.
[image: ]

2. Use the “Next” link at the top of the form to move through the different pages;  however, clicking next will perform page validation.  If you haven’t answered all of the questions, the form will repopulate with red text at the top listing the questions that are required to be answered and it will also highlight the question in red on the page.  To avoid page validation, you will want to use the page selector to navigate between pages without having to answer all required questions.  

[bookmark: _Adding_Collaborators][bookmark: _Toc63067314]Adding Collaborators
3. Collaborators, this link allows you to invite others to assist you with completing the xForm.  If you have a lab manager or study coordinator or other delegate, you may add them to the xForm as Collaborators and they can also assist with completing the xForm.  If a Collaborator submits the xForm, the xForm will always go to the PI for final signature and submission.  Only PIs can submit xForms.
PLEASE NOTE: There is a specific order of steps that must be followed to perform this action.  
a. Step 1: Open Project site
b. Step 2: Click “Start xForm” from left-hand navigation menu
c. Step 3: Select correct xForm from list (for help determining which xForm to choose, see section: Required xForms for Each Committee/Subcommittee)
d. Step 4: Click “Add Collaborator” at top of xForm
e. Fill in:
i. Search by first name, last name or email address to select collaborator
ii. Select level of access (typically “edit, manage and submit”)
iii. Optional: personalize the body of the email
iv. Optional: check the box to Cc yourself
v. Click Add
vi. Repeat as many times as needed to add all collaborators


[bookmark: _xForm_Navigation,_Bottom][bookmark: _Toc52462553][bookmark: _Toc53640116][bookmark: _Toc63067315]xForm Navigation, Bottom of Form
1. You will see three different bottom form types, depending on what page of the xForm you are on.
a. The below options appear on the first page of an xForm.  If you need to return to the submission at a later time, click “Close”, if you’re ready to process the xForm click “Next”, or you can click “More” to view all attachment questions (opens in a new tab), view all questions with notes (opens in a new tab), view all changed responses (opens in a new tab, and only works if the form was returned to the study team for changes), view the form as a PDF (generates a PDF of the entire form for you to open, review and/or print), or view the form as a PDF along with all attachments (generates a PDF of the entire form for you to open, review and/or print).
[image: ]

b. Once passed the first page of the xForm, you will see the below options, similar to the first page with key differences.  Clicking “Previous” will return to the previous page, use “Save for Later” if you need to return to the form at a later time and don’t want to lose your work.  “More” and “Next” work the same way as in the above paragraph, “Close” was replaced with “Save for Later”.
[image: ]

c. The final bar of options you will see is on the last page of an xForm or “Form Completed” page.  “Go Back” takes you back to the previous pages of the xForm to make changes, review work, etc., “Print” allows you to print the current version of the form, “Submit” will submit the xForm to the next stage in the workflow for that xForm.
[image: ]



[bookmark: _Toc63067316]Project Homepage Overview
When you click on a project you will see something similar to the below screen:
[image: ]
Different sections have been isolated below for ease of reference.
 
[bookmark: _Toc63067317]Project
1

[image: ]
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1. Box 1 from left to right:
a. Project number with the parent committee in parenthesis
b. Help, offers page specific resources
c. User’s Settings, allows you to modify your settings
d. Sign off

2. Box 2 displays an overview of study information, not all items will apply, those are left blank







[bookmark: _Toc63067318]Project-Site
[image: ]
1. The above screenshot shows more information associated with the project, this is where you’ll find PI name, status, current and initial approval dates for the parent committee, expiration dates for each subcommittee, ACORP protocol ID, risk levels for animal and human components and if the study is FDA regulated.

[bookmark: _Toc63067319]Project-Site Contacts (#)
[image: ]

1. This section will display everyone who’s been listed as a member of the study team and is an accumulation of all the personnel listed from all the different submissions.  For example, if a study is overseen by both the IRB and the IACUC, personnel that were listed on both those submissions would appear here.

[bookmark: _Toc63067320]Reference xForms (#)
[image: ]

1. This section only applies to projects with components overseen by the IRB, the IRB has a different amendment submission process and uses this space to provide easy access to the reference documents used for amendment submissions.

[bookmark: _Toc63067321]Events (#)
[image: ]

1. This section shows all the events that have been created for this study, the above screenshot shows the PPQ submission, initial submissions for SRS, IACUC and IRB and then the final submission to R&DC for review of the initial project as a whole.  By clicking on an event link, you can see all the details for that event including associated attachments.

2. The column labeled “Att” is how you access all of the attachments for a specific event, this is where you’ll find not only the documents you submitted with the xForm, but all of the determination memos associated with a submission as well.

3. The dates on the right-hand columns show when items were started and when they were completed, the screenshot above shows incomplete information, this will look different within the production environment (this screenshot was taking within the test environment).

[bookmark: _Toc63067322]Left-Hand Navigation Menu
[image: ]

1. Start xForm – Allows you to initiate an xForm for a specific study, ensure you follow the instructions on how and when to initiate an xForm.

2. xForms (#) – This link shows you all the unsubmitted xForms for this project, this is where you can delete erroneous xForms or finish and submit pending xForms.  Deleting an xForm should only ever be done if you are 100% sure that’s correct, deleted xForms can’t be retrieved.

3. Done – takes you to the prior screen.


[bookmark: _Attaching_Documents][bookmark: _Toc63067323]Attaching Documents


Some xForms require documents to be attached, the pop-up will look similar to this:

[image: ]

Name: If you type a Name into the field, this will overwrite the saved name of the document, this is helpful when your document name is long (for your purposes), but you don’t want that to appear in the system.  As you can see, the screenshot says “(leave blank to use name of uploaded file), if this is left blank, the name of the document will match the saved name.  Naming your documents is optional and entirely up to you.

Type: You must select a type, on some attachment questions this is pre-populated for you as there is only one option.  For other questions you will see a list of available options, some lists are limited, while others allow you to see all attachment types.

File(s): Select where you are uploading your files from, you can also drag and drop files from your device to the space provided.  The system only allows one file to be uploaded at a time.

Once you have named your file, if applicable, selected the type and identified your file by selecting it or dragging and dropping it, click attach.  PLEASE NOTE: IRBM will only allow one attachment at a time to be uploaded.  If you need to attach multiple files, click on the “Add Attachment” button as many times as needed to upload all of your files.





[bookmark: _IMPORTANT!_Personnel_Tables][bookmark: _Toc63067324]IMPORTANT! Personnel Tables


Initial submission xForms allow PIs to add study personnel and amendment xForms allow PIs to add study personnel, remove study personnel and change the PI.  In order for the committee/subcommittees to know who is on which component of a study, we identified roles for each component.  Options include:


Exemption Subcommittee:
· Exempt – Coordinator*
· Exempt – Study Staff
· Exempt – Co-I

IACUC:
· Animal – Mentored Investigator*
· Animal – Coordinator*
· Animal – Study Staff
· Animal – Co-I

IRB:
· Human – Responsible Clinician
· Human – Coordinator*
· Human – Study Staff
· Human – Co-I

R&DC:
· R&DC – Coordinator*
· R&DC – Study Staff
· R&DC – Co-I

SRS:
· Safety – Primary Lab Contact*
· Safety – Study Staff
· Safety – Co-I









*Individuals with this role will automatically be included on notifications (continuing or annual review reminders) from IRBM.

Principal Investigators are over the entire study, if a PI change is submitted all applicable committee/subcommittees must review and approve the request before the change will take effect.

Study personnel can have multiple roles within each component, in order to select more than one role, the individual will need to be added to the personnel table twice.  Each role is a separate entry, this also means attaching the scope of work for each entry as well.  The system isn’t smart enough to know one has already been attached for a given individual.  Only add study personnel to an xForm that need to be reviewed by that xForm’s committee/subcommittee.  If you add personnel and identify roles outside the committee/subcommittee oversight, the xForm will be returned for medication.  

Remember to click “Save” at the end of each row, if you don’t none of your changes will be saved!

Not only will this allow committee/subcommittees to approve staff only on the specific component identified, this will allow Research Administration Office staff, the Information System Security Officer and Privacy Officer to review required trainings for each staff member listed, and allow PIs to remove study staff from individual components of a study as needed (without removing them from the entire study).




[bookmark: _Toc63067325]Instructions for Submitting xForms

[bookmark: _Toc63067326]PPQ Submission

To login, follow these steps:
1. If you are using a VA computer, or a computer with a PIV badge reader connected, you can click on the SSO icon/link to login using your badge credentials.  

OR

1. Click on the link for Non-PIV Users to type in your username
PLEASE NOTE: Your username is the primary email address associated with your account in IRBManager.  If you don’t know which email address is associated with your account, you can refer to the original email you received from IRBManager with login instructions.  The email address that email was sent to, is the primary email address within IRBManager.

2. Type in your Password
a. If you have forgotten your password, please click the link for “Forgot Password?”  On the following screen please enter your email address and the information requested by CAPTCHA and click Retrieve.  You will receive an email at the address you entered (if it was correct).
b. Once you receive the email, click on the link and follow the prompts.

3. Click Login

4. The first time you login, you may be asked what you would like to see, regarding the Homepage, Dashboard or Switchboard, please ensure you select everything, so you can sort later.  If you limit what you see at this step, it makes it harder to turn that feature on later and you may miss items assigned to you for review.

5. From the Home page of your account, under the horizontal tabs, click on the link for “Click here to begin a new PPQ.”  A new window will populate.

[bookmark: _Toc63067327]Beginning the PPQ
1. Respond to all questions, if an answer isn’t yet known, but you would like to continue completing the PPQ, use the top drop-down menu to navigate between pages.  The top drop-down bar does not do a page validation before proceeding to the selected page and will not prompt you to complete any unanswered questions.  If you press “Next” at the bottom of the page and a required question isn’t answered, the page will refresh with red text at the top identifying the unanswered questions.

2. At the top of the form are instructions that identify when this form must be completed, you will also notice that your name and email address show up in the box below as the “Form Creator”, this information is used by the system for routing purposes and cannot be changed. 

3. If you fill-in everything you know, but there are still some unanswered questions, you can navigate to the last page and click “Save for Later”.  This will save your progress, so you don’t have to start over when you return.  The xForm will then appear under the tab xForms, you can filter this tab by clicking the button at the top of the page “Unsubmitted”, to show all xForms that have not been submitted.

4. Click “Submit” to submit the form to the Research Administration Office for review.  Following the submission of this form, the PI will receive an email with a link to the completed form, at the bottom of that completed form is a list with hyperlinks of all the additional forms that will be needed to submit to the subcommittees. These can be started now, while you wait for PPQ approval or you may wait if the study is pending funding or will be a Just-In-Time submission.








[bookmark: _Toc63067328]What to do if you weren’t the form Creator 
(e.g., your study coordinator, lab manager, Co-I, etc., submitted the form)

1. If you receive the following email, someone has submitted a PPQ that has you listed as the PI.  In order for the PPQ to be submitted to the R&D Administration Office for review, you will need to click on the link provided in the email and complete the steps below.  If you aren’t already logged in the link will first take you to the login screen and then onto the xForm.  
[image: ]

2. Review the xForm ensuring that all information is correct.  Please note that you will not have to advance to each individual page, the form you see will all be on one page.  If you initiated the xForm, you will be able to correct any information that is inaccurate; if a delegate initiated the xForm you will need to return the xForm to the creator for corrections using the xForm prompts (by responding “No” to the question is the xForm accurate).  


3. 
[bookmark: _Toc63067329]What to do if your PPQ is returned to you

1. If you receive the following email, you have changes that are required before your PPQ can be routed for review and signature by the Service Chief and Deputy ACOS.  Please click on the link in the email to access the form, if you aren’t already logged in the link will first take you to the login screen and then onto your form.  Please make note of the changes required in the email:
[image: ]

2. Make the required changes as identified in the email, clicking Next at the bottom of each page, or Save for Later if you need to save your work and return at a later time.  Once all changed have been made, click Submit on the last page to return the document to the R&D Administration Office.
[image: ]
a. If the individual making the changes is not the PI, the PI will be notified to review the form and submit it by entering their password as described above.




[bookmark: _HELP!_I_can’t][bookmark: _Toc63067330]HELP! I can’t find my PPQ!!

If you’ve misplaced the email with the link to the PPQ, you can still find the PPQ in order to complete the subcommittee submissions. 
PLEASE NOTE:  Only click on the xForm links in the PPQ once, I can’t stress this enough.  Every time you click on the link in the PPQ, it will create a new xForm, it will not take you to the xForm you’ve already started.  If you’ve already started an xForm and are looking for that, follow the second set of steps below.

To locate the PPQ to initiate the required committee/subcommittee xForms, follow these steps:
1. Log into IRBM
2. Navigate to your xForms tab
3. Scroll to the bottom of the screen and click “All my xForms”
PLEASE NOTE: the layout of IRBM will change when you click “All my xForms”, this is how it’s supposed to look.  
4. On the next page, on the left-hand navigation menu under “Actions” click “Show Complete”
5. On the next page, scroll through the list until you find the correct PPQ submission
6. Click on the link in the “Form” column to access the xForm

If you’ve already started the xForms from the PPQ, and just need to locate the initiated xForms, follow these steps:
1. Log into IRB
2. Navigate to your xForms tab
3. If need be, sort by clicking on the button “Unsubmitted”
4. Look for the bubble that has the name of the xForm you already started, which should include the identifier “ – Data Entry”, it will look similar to this:
[image: ]
5. Click on the top part of the bubble (name of the xForm) to access the xForm



[bookmark: _Toc63067331]R&DC

[bookmark: _R&DC_Initial_Submission][bookmark: _Toc63067332]R&DC Initial Submission
Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _R&DC_Continuing_Review][bookmark: _Toc63067333]R&DC Continuing Review Submission
Continuing reviews have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit a continuing review, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 90-days out from expiration, then at 60 and finally at 30-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – CR Submission” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _R&DC_Amendment_Submission][bookmark: _Toc63067334]R&DC Amendment Submission
To submit an amendment, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – Amendment” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _R&DC_Study_Closure][bookmark: _Toc63067335]R&DC Study Closure Submission
Submit when all work on the study has been completed and you no longer need access to any of the study data.

To submit a finalization report, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.


[bookmark: _Toc63067336]IACUC

[bookmark: _IACUC_Initial_Submission][bookmark: _Toc63067337]IACUC Initial Submission
Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

This form is submitted at initial as well as at 3-year renewal.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IACUC_Continuing_Review][bookmark: _Toc63067338]IACUC Continuing Review Submission
Continuing reviews have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit a continuing review, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 90-days out from expiration, then at 60 and finally at 30-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IACUC – CR Submission” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IACUC_Amendment_Submission][bookmark: _Toc63067339]IACUC Amendment Submission
To submit an amendment, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IACUC – Amendment” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IACUC_3-Year_Renewal][bookmark: _Toc63067340]IACUC 3-Year Renewal
For studies that were initiated in IRBM, use the following steps to submit the 3-year renewal (those that migrated, see below):
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, scroll down to the “Events” section and look for the “IACUC Initial Submission” event.  Click on the link in the “Event” column.  
5. On the new page, use the left-hand navigation menu, look under “Actions” and select “xForms (#)”
6. On the next screen, click on the icon under the “Actions” column as seen below, this will copy the existing IACUC – IR/3-Year Renewal xForm, which will allow you to modify the original form submitted rather than starting new.  You also have the option of just initiated a new IACUC – IR/3-Year Renewal xForm if you would prefer to start fresh, use the instructions below for studies that were migrated for more information on this option.  
[image: ]


7. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


For studies that were migrated, follow these steps to submit a 3-year renewal:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IACUC – IR/3-Year Renewal” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IACUC_Study_Closure][bookmark: _Toc63067341]IACUC Study Closure Submission
Submit when all animal work on the study has been completed.

To submit a finalization report, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IACUC – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.


[bookmark: _Toc63067342]IRB

[bookmark: _IRB_Initial_Submission][bookmark: _Toc63067343]IRB Initial Submission
Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IRB_Annual_Review/Check-in][bookmark: _Toc63067344]IRB Annual Review/Check-in Submission
Annual reviews and annual check-ins have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit an annual review or check-in, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 60-days out from expiration, then at 30 and finally at 15-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Annual Review/Check-in” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IRB_Amendment_Submission][bookmark: _Toc63067345]IRB Amendment Submission
For IRB submissions, there isn’t a separate amendment xForm, amendments will be completed using the initial submission xForm.  This will require the study team to update all fields and attachments impacted by the amendment.  

**PLEASE NOTE: For studies that transitioned to IRBM using the IRB - Annual Review/Check-in xForm, click here for instructions on how to submit amendments.**


For studies that have transitioned to IRBM (already submitted an IRB – Review Questionnaire OR IRB – Repository RQ), to initiate an amendment, follow these steps (DO NOT initiate a new initial submission xForm):
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, scroll down to the section “Reference xForms (#)”
5. Click on the icon under “Action” column, see below.  When you hover over the icon you should see the word “Copy”.
[image: ]
6. Every answer and previously attached document will be copied to a new version of the xForm, begin filling in this xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _IRB_Reportable_Event][bookmark: _Toc63067346]IRB Reportable Event Submission

NEVER enter Protected Health Information (PHI) into IRBM, I can’t stress this enough.  There are warnings within the system to remind you not to enter PHI, please don’t do this.  Do not use the email feature within IRBM to send PHI, this is also strictly prohibited!

For example, dates and associated health information (e.g., on 11/2/20 a participant fainted during blood draw) is considered PHI – DO NOT ENTER this into IRBM.

To initiate a reportable event, follow these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Reportable Event Form” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.


[bookmark: _IRB_Study_Closure][bookmark: _Toc63067347]IRB Study Closure Submission
Submit when all work on the human component of the study has been completed and you no longer need access to identifiable study data.

To submit a finalization report, follow these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.




[bookmark: PRAF]**PROCESS CHANGE**
For studies that transitioned to IRBM using the IRB – Annual Review/Check-in xForm, please submit a PRAF to our office using the old PRAF process, this form is available on our website at: https://www.portland.va.gov/Research/piservices/rd_forms.asp.

[bookmark: _Toc63067348]SRS

[bookmark: _SRS_Initial_Submission][bookmark: _Toc63067349]SRS Initial Submission
Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _SRS_Continuing_Review][bookmark: _Toc63067350]SRS Continuing Review Submission
Continuing reviews have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit a continuing review, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 90-days out from expiration, then at 60 and finally at 30-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “SRS – CR Submission” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _SRS_Amendment_Submission][bookmark: _Toc63067351]SRS Amendment Submission
To submit an amendment, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “SRS – Amendment” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _SRS_Study_Closure][bookmark: _Toc63067352]SRS Study Closure Submission
Submit when all safety work on the study has been completed.

To submit a finalization report, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “SRS – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.



[bookmark: _Toc63067353]External IRB

[bookmark: _External_IRB_Initial][bookmark: _Toc63067354]External IRB Initial Submission
IMPORTANT: The following xForms will not be used by PIs that submit to OHSU IRB-3 (aka the joint board) or to the VA Central IRB.  Once these studies submit the PPQ, they will be processed internally by Research Administration Office employees.  All other external IRBs (e.g., NCI CIRB, WIRB, Advarra, Sterling, etc.), must submit their studies for review using this process.

Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _External_IRB_Continuing][bookmark: _Toc63067355]External IRB Continuing Review Submission
IMPORTANT: The following xForms will not be used by PIs that submit to OHSU IRB-3 (aka the joint board) or to the VA Central IRB.  Once these studies submit the PPQ, they will be processed internally by Research Administration Office employees.  All other external IRBs (e.g., NCI CIRB, WIRB, Advarra, Sterling, etc.), must submit their studies for review using this process.

Continuing reviews have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit a continuing review, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 90-days out from expiration, then at 60 and finally at 30-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – External IRB CR Submission” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _External_IRB_Amendment][bookmark: _Toc63067356]External IRB Amendment Submission
IMPORTANT: The following xForms will not be used by PIs that submit to OHSU IRB-3 (aka the joint board) or to the VA Central IRB.  Once these studies submit the PPQ, they will be processed internally by Research Administration Office employees.  All other external IRBs (e.g., NCI CIRB, WIRB, Advarra, Sterling, etc.), must submit their studies for review using this process.

To submit an amendment, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – External IRB Amendment” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”

[bookmark: _External_IRB_Study][bookmark: _Toc63067357]External IRB Study Closure Submission
IMPORTANT: The following xForms will not be used by PIs that submit to OHSU IRB-3 (aka the joint board) or to the VA Central IRB.  Once these studies submit the PPQ, they will be processed internally by Research Administration Office employees.  All other external IRBs (e.g., NCI CIRB, WIRB, Advarra, Sterling, etc.), must submit their studies for review using this process.

Submit when all work on the human component of the study has been completed and you no longer need access to identifiable study data.

To submit a finalization report, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.





[bookmark: _Toc63067358]Exemption Subcommittee

[bookmark: _Exemption_Initial_Submission][bookmark: _Toc63067359]Exemption Initial Submission
Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Exemption_Annual_Check-in][bookmark: _Toc63067360]Exemption Annual Check-in Submission
Annual check-ins have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit an annual check-in, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 60-days out from expiration, then at 30 and finally at 15-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Annual Review/Check-in” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Exemption_Amendment_Submission][bookmark: _Toc63067361]Exemption Amendment Submission
For IRB submissions, there isn’t a separate amendment xForm, amendments will be completed using the initial submission xForm.  This will require the study team to update all fields and attachments impacted by the amendment.  

**PLEASE NOTE: For studies that transitioned to IRBM using the IRB - Annual Review/Check-in xForm, click here for instructions on how to submit amendments.**


For studies that have transitioned (by completing the Certificate of Exemption) to IRBM, to initiate an amendment, follow these steps (DO NOT initiate a new initial submission xForm):
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, scroll down to the section “Reference xForms (#)”
5. Click on the icon under “Action” column, see below.  When you hover over the icon you should see the word “Copy”.
[image: ]
6. Every answer and previously attached document will be copied to a new version of the xForm, begin filling in this xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Exemption_Study_Closure][bookmark: _Toc63067362]Exemption Study Closure Submission
Submit when all work has been completed and you no longer need access to identifiable study data.

To submit a finalization report, follow these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.






[bookmark: _Toc63067363]Decedent Applications

[bookmark: _Decedent_Initial_Submission][bookmark: _Toc63067364]Decedent Initial Submission
Using the link provided in the PPQ, or by finding your previously initiated xForm using the instructions under section: “HELP! I can’t find my PPQ!!” begin answering all of the questions.  PLEASE NOTE: every time you click on the xForm links in the PPQ, a new xForm is created, only click on these links once.  Once you’ve clicked on these links, you will find unsubmitted xForms under the xForms tab.  

The xForm does not need to be completed in one session, it can be saved for later following the instructions under section: “xForm Navigation, Bottom of Form”.  You can also add collaborators such as a Co-I, study coordinator, lab manager, etc. by following instructions under section: “Adding Collaborators”.  If a collaborator submits the xForm, the PI will receive an email with a link to the xForm to review, modification or approval and submission.  An xForm can only be submitted by a PI.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Decedent_Continuing_Review][bookmark: _Toc63067365]Decedent Continuing Review Submission
Continuing reviews have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit a continuing review, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 90-days out from expiration, then at 60 and finally at 30-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – CR Submission” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Decedent_Amendment_Submission][bookmark: _Toc63067366]Decedent Amendment Submission
To submit an amendment, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – Amendment” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Personnel Table – for instructions, please see section: “IMPORTANT! Personnel Tables”

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Decedent_Study_Closure][bookmark: _Toc63067367]Decedent Study Closure Submission
Submit when all work on the study has been completed and you no longer need access to any of the study data.

To submit a finalization report, use the following steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “R&DC – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.



[bookmark: _Toc63067368]Humanitarian Use Devices (HUDs)

[bookmark: _HUD_Initial_Submission][bookmark: _Toc63067369]HUD Initial Submission
To initiate a HUD application, follow these steps:
1. Log into IRBM
2. From any tab, select “Start Other xForm”
3. On the next page select, from the list of options click the title “IRB – Humanitarian Use Device” under the “Form (Click to start)” column
4. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _HUD_Continuing_Review][bookmark: _Toc63067370]HUD Continuing Review Submission
Annual review/check-ins have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit an annual review/check-in, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 60-days out from expiration, then at 30 and finally at 15-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Annual Review/Check-in” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”

[bookmark: _HUD_Amendment_Submission][bookmark: _Toc63067371]HUD Amendment Submission
For IRB submissions, there isn’t a separate amendment xForm, amendments will be completed using the initial submission xForm.  This will require the study team to update all fields and attachments impacted by the amendment.  

**PLEASE NOTE: For studies that transitioned to IRBM using the IRB - Annual Review/Check-in xForm, click here for instructions on how to submit amendments.**


For studies that have transitioned (by completing the IRB – Human Use Device) to IRBM, to initiate an amendment, follow these steps (DO NOT initiate a new initial submission xForm):
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, scroll down to the section “Reference xForms (#)”
5. Click on the icon under “Action” column, see below.  When you hover over the icon you should see the word “Copy”.
[image: ]
6. Every answer and previously attached document will be copied to a new version of the xForm, begin filling in this xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _HUD_Study_Closure][bookmark: _Toc63067372]HUD Study Closure Submission
Submit when all work has been completed and you no longer need access to identifiable study data.

To submit a finalization report, follow these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.



[bookmark: _Toc63067373]Expanded Access Requests

[bookmark: _Expended_Access_Initial][bookmark: _Toc63067374]Expended Access Initial Submission
To initiate an Expanded Access Request, follow these steps:
1. Log into IRBM
2. From any tab, select “Start Other xForm”
3. On the next page select, from the list of options click the title “IRB – Expanded Access Request” under the “Form (Click to start)” column
4. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Expended_Access_Continuing][bookmark: _Toc63067375]Expended Access Continuing Review Submission
Annual review/check-ins have their own form and must be submitted independently of any amendment that also needs to be submitted.  Study teams can submit amendments at the same time they submit an annual review/check-in, but the actions require two different submissions.

You will receive notification emails that your project is up for renewal beginning at 60-days out from expiration, then at 30 and finally at 15-days.  Navigate to your project page following these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Annual Review/Check-in” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”

[bookmark: _Expended_Access_Amendment][bookmark: _Toc63067376]Expended Access Amendment Submission
For IRB submissions, there isn’t a separate amendment xForm, amendments will be completed using the initial submission xForm.  This will require the study team to update all fields and attachments impacted by the amendment.  

**PLEASE NOTE: For studies that transitioned to IRBM using the IRB - Annual Review/Check-in xForm, click here for instructions on how to submit amendments.**


For studies that have transitioned (by completing the IRB – Expanded Access Request) to IRBM, to initiate an amendment, follow these steps (DO NOT initiate a new initial submission xForm):
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, scroll down to the section “Reference xForms (#)”
5. Click on the icon under “Action” column, see below.  When you hover over the icon you should see the word “Copy”.
[image: ]
6. Every answer and previously attached document will be copied to a new version of the xForm, begin filling in this xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.

Adding Attachments – for instructions, please see section: “Attaching Documents”


[bookmark: _Expended_Access_Study][bookmark: _Toc63067377]Expended Access Study Closure Submission
Submit when all work has been completed and you no longer need access to identifiable study data.

To submit a finalization report, follow these steps:
1. Log into IRBM
2. If not already on it, click on the Projects tab
3. Look for the correct project bubble and click on the top portion where the study number is located, see below:
[image: ]
4. On the following page, find the left-hand navigation menu and under “Actions” select “Start xForm”
5. From the list of options click the title “IRB – Finalization” under the “Form (Click to start)” column
6. Begin filling in the xForm, refer to sections “xForm Navigation, Top of Form” and “xForm Navigation, Bottom of Form” as needed.



[bookmark: _Toc63067378]Frequently Asked Questions (FAQs)

What is an xForm?
· An xForm is the term used by the Vendor of the software to describe the electronic forms within the system.   All of our Word and PDF forms have been converted to xForms where policy allowed.  The exception to this are the IACUC ACORP Word documents, these are required forms that can’t be modified or changed, those forms will still be required as part of the IACUC initial and 3-year renewal submission, but they’ll be added as attachments.

How do I find a previously started xForm?
· To find previously started xForms, use your xForms tab on your IRBM homepage, use the sort button “# Unsubmitted” if necessary to limit your view just to those forms that haven’t been submitted and then look for the xForm. 

How do I find the PPQ I submitted?
· Refer to section: “HELP! I can’t find my PPQ!!”

How do I delete xForms?
· Navigate to the xForms tab on your IRBM homepage.  Click the red “X” next to the xForm status,  as seen below.  Ensure you’re selecting the correct xForm to delete, once deleted there is no way to recover the xForm.
[image: ]

Why are there so many xForms under my xForms tab?
· Every time you click on a link to start an xForm, that xForm is automatically saved.  You can view previously started xForms from within a project homepage by clicking on xForms (#) in the left-hand navigation menu, or you can navigate to your xForms tab on your IRBM homepage and see all xForms you are associated with.  To delete xForms, refer to FAQ: “How do I delete xForms?”

How do I add personnel or study staff?
· For studies that existed as active on November 27, 2020, the PI will need to do the following:
· For components reviewed by the R&DC, IACUC, or SRS, the PI will need to submit an amendment xForm to add personnel/study staff.
· For components reviewed by the IRB or Exemptions Subcommittee, study staff will be picked up at the time of transition when the PI completes the initial submission xForm.
· For new projects submitted in the system, you’ll add study staff at the time of initial submission.  If you need assistance with completing your xForms, you can add collaborators by following the instructions in section: “Adding Collaborators”.

Why can’t I see my projects?
· If you’re a PI and you can’t see your projects, chances are you have accidentally created a duplicate account by logging in with your PIV badge, when we had your primary email address as OHSU (or something else).  Duplicate accounts are being dealt with daily by merging the existing account with the new account.
· If you’re study staff, and this is for existing studies that were migrated from the old system, you won’t be able to see projects you’re associated with until the PI adds you as study staff.  See FAQ: “How do I add personnel or study staff”.

What xForm do I submit?
· Was the study active as of November 27, 2020?  Transitioned from our paper-based process and this is the first submission in IRBM?
· Review section: “MIGRATION OF EXISTING STUDIES”

· Was the study submitted after November 27, 2020 or initiated in IRBM?
· For information on which xForm to submit, please see section: “Required xForms for Each Committee/Subcommittee”.
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