PG

Y =Va HEALTH
SCIENCES

W OFFICE OF RESEARCH

e

man Resear

Huron IRB 10.1
Self-Guided Training
for Investigators

Overview of Huron IRB at the UNM Health Sciences
Access, basic activities, navigation and workspaces
Walk-through a new study submission

IRB submission help and Huron IRB support
Instructions to request an IRB account

Last updated: March 9, 2022

Begin e



Overview of Huron IRB at the UNM
Health Sciences

1 The UNM Health Sciences Human Research Protections
| Office (HRPO) uses Huron IRB to electronically process
human subjects research applications (herein IRB
submissions) for review by the Human Research Review
Committee (HRRC).

Huron IRB is intended to help investigators:

« Collaborate on the application process and reduce
delays in routing and review.

« Receive notifications of important milestones and
actions on a submission.

* Reduce errors and compliance risk.

* Manage the entire study cycle, end-to-end.

Next: Accessing Huron IRB e



Accessing Huron IRB

« After you have completed this training and submitted the IRB account management
request, an IRB account manager will send you an email that will contain your account

information.
« The IRB account manager will set up your account with specific roles in the system:

« Study staff - individual who is listed as a study team member; can create and edit a
submission.

* Principal investigator (PI) - individual who is listed as the principal investigator on a
study; can submit a new study submission; receives communications about a
submission.

* This role is assigned to individuals that are eligible to be Pl at the UNM Health
Sciences. For first-time users, the individual must work with the HRPO to request
the “Principal Investigator” role.

* You may access the Huron IRB system from any device that is connected to the internet.

Next: Basic Activities e



Basic Activities

Your role in the system and affiliation with a submission will determine the information you
may access as well as the level of activities you may perform.

As a guest on a study, you may view the study.

As a primary contact on a study, you may view the study and receive notifications
related to the study and follow-on submissions.

As a study team member, you may create a new study submission, edit the submission,
and attach documents. You may also create follow-on submissions for approved studies.

As a Pl proxy, you may submit follow-on submissions and respond to clarification
requests on behalf of the principal investigator.

As a principal investigator on a study, you may submit a submission to the HRPO for
processing and respond to any requests for clarifications or modifications.

For most submissions, you may add comments to communicate with study contacts and
the HRPO staff, as well as run reports.

Next: Navigation and Workspaces o



Navigation and Workspaces

Navigation

The primary navigation menu contains
links to system workspaces: COIl, Grants,
Agreements, and IRB.

The IRB and the Dashboard are the
primary tabs to perform many tasks.

The IRB tab allows you to toggle
between IRB submission-specific
workspaces: Study, Submission, and
Site.

The Dashboard tab allows you to
locate My Inbox, My Reviews, and
pinned studies in the left hand
navigation.

Contact

IRB

IRB
Search @ Q
Fiterby ® | 1D ¥ | | Enter text to search n+AddF:er o
Workspaces
* |IRB uses workspaces to organize information and

activities.

« The following slides provide an overview of the
workspaces you will see in the IRB system and
the activities you may perform within each
workspace.

Next: Home Workspace e



Home I The Home workspace provides access to posted
announcements, training opportunities, and newsletters
created by the HRPO.

Top navigation menu:
. Dashboard- Starting point Dashboard Grants Agreements
for finding items and
perf?r”gﬂgtgagﬁ My - You have the option to
i o e oY S subscribe to a page and
‘B s : : . :
. Grants '_"gfa)(,{try Reviews [RE = Home B Subseribg receive an email anytime
submission system content is updated.
« Agreements - Agreements
submission system HDmE
* COIl - COl submission Shortcuts to access:
system
. IRB_lRBsubm|Ss|on .-----------------------------------------------: ® Home_HRPO
system : » Home : Announcements communications
b HowTos « How-Tos - guides
Note: User can navigate b Fas * FAGs - frequently asked
between systems only if E : 1/31/2021 - Protocol templates updated questions
using the same User ID and . F Submiszions < . Subm_lss_lons - all
has active account on each ) Hello UNM HSC Researchers submissions -
system. 1 ¥ Meetings : * Meetings - content visible
1 v Lib : We are pleazed to announce the release of revised protocol templates. to HRPO staff and HRRC
\orary They have been revised to enhance clarity, add missing elements and members only
} Help Center provide much improved, more robust guidance verbiage including examples « Library - contains
e document templates
Pictured: Sample rendering of the Home workspace  Help Center - locate
guides and videos

Next: Dashboard Workspace e



The Dashboard workspace or “Dashboard tab” is
DaShbDard the starting point for finding items and performing
many basic tasks.

* My Inbox - studies that
Contact require your attention
‘ Grants Agreements Ccor IRB Us
Activities you may perform: B8 Components @ Heip A SmeISSIOn may b_e nany
y yp : 8 Lomponents ®FE=z | of the following project
: states:

. _ Iy Inbox My Reviews L. L
activity to create a new . e
cUbmission TTYYYYYYTPErITYYYTYYTPPPrryy My Inbox sfmﬁitthfeoﬁg\%s;'on and

- Report New Information - | : Recently Viewed : . ificati
activity to create a . = Fiterby @ 1D ¥ | | Enter text fo search o CAaJIfI.ca:oq reqL::eSted

. Recent Pinned = (Admin Review, Pre-
_re]loortablle new : : n o Add Filter Review, or Designated
information submission B9 22.005: Test Version Two © | = o oo Date « Date ciate Coordinator Review) - edit the

: - Created  Modified submission to provide

ﬁgL‘éﬁWmWﬂM Test o @ - ~ B o022 32022 — additional information and

Shortcuts to access and . I STUDY00005334 est Study 1127 &M 11:14an  Fre-Submission submit your response

i i . = &= 22-006: Test Extenal o = * Modifications required -
recently viewed submissions: - |»: Mg ol = Update #2 for Test  3/62022  3/8/2022 , dit the submissi
B . I EXTUPDATEQ0000282 -2~ = Study 249 AN pagay  Updating Study edit the submission to

- Recent - all recently : _ EXTUPDATE00000282: : make the required
viewed submissions : . gf:jd?e #2100 temal 1 s RNI00002957 RNI Test ?gﬁugﬁﬂ ?gﬁ'gﬁﬂ Fre-Submission changes and submit your

+ Pinned - Pin submissions : ' ' response
to the panel to revisit : _ SITEO000096S: : = Modification / Update .55 33pgpp  Clarfications o o0
quickly : W University 0. Version % | : iy MODO00145814 Py IRE 10T Sagpm  t02sam  oduested (AW yninistrative * My Reviews- content

i Two y ! visible to ancillary
Pictured: Sample rendering of the Dashboard workspace in the IRB system rev!ewers, commlt‘gee
reviewers, and designated
reviewers
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IRB |

The IRB workspace contains all IRB submissions that have

been entered into the system and you have permission to
access.

Search - use search to locate
information by attributes e.g.,
ID, study title, protocol
documents, research
locations, study team
members

IRB

Search @ Q

Activities you may perform:

* Create New Study
* Report New Information

TTr——— g | ~ ||

Reports you may run:

* Pending Follow-On
Submissions (MOD/CR)

* Pending Initial
Submissions

—>= Cresle New Sludy
iiter by © R
Reporl New Information Filter by 0 ¥ | | Enter text to search e
ﬂ < Add Fiter
Reports
D Name = Date State Pl First Pl Last CoordinatorCoordinator Submission
1. Pending Follow-On Modified Mame Mame First Name Last Name Type
S g
5ut:mi3_sicn3_|_I‘_-1DD."-$F'.__| _ -
2. Pending Initial Submissions B STUDY00005334 Test Study Jorg any ororieion  ENis  Presiey Initial Study

Pictured: Sample rendering of the IRB workspace

If you have many
submissions, you may use the
Filter by section to filter
submissions by ID, name,
date created or modified,
state, or coordinator.

Submissions are sorted in the
tabbed sections:

* In-Review - all
submissions that are
under-going HRRC review

* Active - all active HRRC
studies

* New Information Reports
- all reportable new
information submissions

« External IRB - all studies
managed by an external
IRB

* Relying Sites - all
participating sites relying
on the HRRC as the single
IRB of record

Click the ellipsis to see:

e All Submissions - all
submissions and studies

« Archived - all submissions
that are no longer active
(e.g,, closed, disapproved,
discarded, and
terminated).

Next: Submission Workspace e




SubmiSSiDn I The Submission workspace appears for

submissions that have been created and saved.

At a glance, you can see:

* Project state - state of the + Submission ID: Name -

submission automatically generated

 Last updated - date the > STUDY00004137: Bacon submission ID followed by

submission was last

updated Last updated: 1/16/2020 12:14 PM = T principal investigator: Principal Investigator IRB office: UNM HSC Human Research Review Committee =g Ztir?ﬁsrzleogf the
Submission type: Initial Study IRB coordinator: O ; .

Primary contact: ¢ Principal investigator -

Activities you may perform: Next Steps Pl proxies: individual named as the

Egit St principal investigator on
- . I L
» Edit Study - continue = ‘ _ ' ‘ the study
edltlng the submission Pre-Review IRB Review Post-Review Review Complete « Submission type _ type Of
* Printer Version - open a submission (e.g., Initial
Clarification Meodifications
Requested Required

printer-friendly view of the |_: Study, Site, Follow-On,

Clarification

entire submission View Differences Requested Reportable New
* View Differences - review Information, etc.)
changes between versions A Submit * Primary contact -
of the submission individual designated to
. Submit - available to Pl to | : & Assn Primary Contac GO oo | Contects | Documents | Reviews | Smapshots | | receive communications
submit the submission to &+ Assign Pl Proxy * Pl proxies - study team
the HRPO 38 Manage Ancilary Reviews Filter by @  Activity ¥ | | Enter text to search for K +sorite member(s) delegated to

* Assign Primary Contact - act as Pl proxy

available to Pl to ¥ Manage Guest List Aetiviy Author - Activity Date - IRB office - UNM HSC
designate any user to ¢ Add Comment B  Study Created Investigator, Principal 1/16/2020 12:14 PM Human Research Review
receive communications P _ Committee
. . M Conv Snbhmissinn °
related to the submission Pictured: Sample rendering of a principal investigators Submission workspace for a single-site new stud * IRB coordinator -
- Assign PI Proxy - available cbmiesion e <) Al [P < N < y assigned HRPO staff

to Pl to grant study team member
member(s) to submit on
behalf of the local
principal investigator

Next: Submission Workspace, continued e



The information, activities, and tabs in a Submission
workspace will change based on the type and project state of
a submission as well as your affiliation with the submission.

Submission |

More activities you may
perform:

 Manage Participating
Sites - available on muilti-
site study submissions to
add participating sites

 Manage Ancillary Reviews
- grant department or
scientific reviewers to
review the submission

 Manage Guest List - grant
non-study team members
permission to view
submission

+ Add Comment -
communication tool to be
used by study team and
HRPO staff

+ Copy Submission -
duplicate the submission

* Discard - remove the
submission from IRB
review

+ Manage Relationships -
add a related project, such
as an agreement and/or
grant

STUDY00004137: MSS Bacon

* Submission Tracker -
graphic that shows where
your submission is in
relation to the review
process.

Last updated: 1/16/2020 3:10 PM IRB office:

IRB coordinator:

UNM H5C Human Research Review Committee

Principal investigator: Principal Investigator
Submission type:

Initial Study

Primary contact:
Pl proxies:

Next Steps

Edit Study

M Submit

IRB RBUi -
Clarification Clarification Modifications
Requested Requested Required

Review Complete

E

Manage Participating Sites

&+ Assign Primary Contact

& Assign Pl Proxy Filter by @ | Activity ¥ | | Enter text to search for n + Add Filter
3% Manage Ancillary Reviews Activity Author  Activity Date
& Manage Guest List B  Study Created Investigator, Principa 1/16/2020 12:14 PM

Cu i ol (s anenend

Pictured: Sample rendering of a principal investigators Submission workspace for a multi-site new study submission

Submission tabs:

« History - lists activities
taken on a submission

¢ Funding - lists the funding
source(s) identified on the
funding sources page

* Contacts - lists the study
team member(s) identified
on the study team page

« Sites - available on muilti-
site study submissions to
list participating sites

* Documents - lists
documents that have been
attached to the study

* Reviews - lists ancillary
reviews

* Snapshots - lists all
versions of the submission

Next: Submission (Site) Workspace e




Submission (Site)

At a glance, you can see:

* Project state - state of the
submission

* Last updated - date the
submission was last
updated

Activities you may perform:

« Edit Site- edit site record

* Printer Version - printer-
friendly version of study
record

* View Differences -
changes between versions

* Assign Primary Contact

* Manage Guest List

* Correspond with Site

* Add Comment

L
4 Invitation Pending

I;ast_l.led_al?d_: gr’ i20_2_0_2 4 PM

Next Steps

Edit Site

View Differences

E£+ Assign Primary Contact
"4 Manage Guest List

= Correspond with Site

N
=¢{> Add Comment

The Submission (site) workspace appears for site
submissions that are associated with a multi-site study.

« Site ID: Name - HRRC site

FEEE N E NSNS NN NN NN NN NN NN NN NN NN NN NN NN NN NN NN NN NN NN NN NN EEEEEEEER
Principal investigator: IRB office:
Submission type: IRB coordinator:

Primary contact: -Regulatory autherity: 2018 Requirements

IRB Site

SITE00000868: Dartmouth College Participating Site i*
By EEEmanEE ;.......:for MSS Bacon

UNIM H3C Human Research Review Committe

number, followed by the
site name for the study

¢ Study - Access the HRRC

Pl proxies: . Study: 20-005 (& ¢

Institution: ssEEsEEEEEEEEEEEEnEmnnnnnl

Dartmouth College

study workspace.

Awaiting Site
Materials

Post-Review

IRB REVie "

Review Complet

Modifications
Required

Filter by e Activity ¥ | | Enter text to search for

K +rooFiter

Activity Author w Activity Date

Site tabs:

* History - lists activities
taken on a submission

* Funding - lists the funding
source(s) identified on the

@ Site Created Investigator, Principal 2/4/2020 2:04 PM

A

funding sources page

* Documents - lists
documents that have been
attached to the study and
site

* Snapshots - lists all
versions of the submission

Pictured: Sample rendering of a principal investigators Submission (site) workspace for a new external participating
site for a HRRC approved multi-site new study (i.e., UNM HSC is the lead sIRB).

Next: Study Workspace e



Study |

At a glance, you can see:

* Project state - state of the

submission

* Entered IRB - date the
submission submitted to
the HRPO

« Initial approval - date the
HRRC approved the study
+ Initial effective - date the

HRRC initially approved
the study

+ Effective - date the
submission is effective

+ Approval end - date the
study approval expires

+ Last updated - date the
submission was last
updated

Activities you may perform:

* View Study - view study
record

* Printer Version - printer-
friendly version of study
record

* View Differences -

changes between versions
« Create Modification/CR -

create a modification or
continuing review
submission

* Report New Information -

create a new reportable
new information
submission

LLLLLLLLC L C LT LT e
. .
. Approved .
—> .
. Entered IRB:  1/31/2020 10:39 AM
= Initial approval: 1/31/2020 [
: Initial effective: 1/31/2020 :
= Effeclive 1/31/2020 n
: Approval end: 1/30/2021 :
» Lastupdated: 1/31/2020 2113 PM  w
FeusEEEEEEEEEEEEEEnnnnn®

Next Steps

View Study

Printer Version

View Differences

Creale Modification/CR

Report New Information

&+ Assign Primary Contact
&+ Assign Pl Proxy

& Manage Ancillary Reviews
& Manage Guest List

¢ Add Comment

2] Copy Submission

:20-004: SS Bacon

Principal investigater: Principal Investigator
Submission type:
Primary contact:
Pl proxies:

Initial Study

Pre-Submission Pre-Review

Requested

n
0]
.
"
»
IRB effice: UNM HSC Human Research Review Compjee
2IRBCOMAINMON s E R EEEEEEEEEREREREES

= Letter: Correspondence_for_20-004 pdf(0 02)
“ Régduiatdry AutHority” 2018 ReqUTenfefitg =" mmmmmemmes

"

Required

|| IRB Review I

Requested

History Funding Contacts Documents Follow-on Submissions Reviews Snapshots
Filter by @ | activiy v | | Enter text to search for [ o EETEE
Activity Author w Activity Date
4 Letter Sent 1/31/2020 2:13 PM
[A Correspondence_for_20-004_pdf
|;a Finalized Documents 1/31/2020 2:13 PM
Q Required Modifications Reviewed 1/31/2020 2:13 PM
-) Response Submitted 1/31/2020 1:56 PM
4 Letter Sent 1/31/2020 1:51 PM
[& Correspondence_for_20-004.pdf
- Response Submitted 1/31/2020 1:40 PM
-~ Clarification Requested by Designated Reviewer 1/31/2020 1:28 PM
- Response Submitted 1/31/2020 10:43 AM

Pictured: Sample rendering of a principal investigators Study workspace for a HRRC approved single-site new study

The Study workspace appears for new study submissions that have
received an official HRRC determination.

Study ID: Name - HRRC
study number, followed by
the short title of the study

Letter - View/download
the HRRC determination
letter.

Study tabs:

History - lists activities
taken on a submission
Funding - lists the funding
source(s) identified on the
funding sources page
Contacts - lists the study
team member(s) identified
on the study team page
Sites - available on multi-
site study submissions to
list participating sites
Documents - lists
documents that have been
attached to the study
Follow-on Submissions -
lists all modification,
continuing review, and
reportable new
information submissions
Reviews - lists ancillary
reviews

Snapshots - lists all
versions of the submission

Next:

IRB Site Workspace




IRB Site |

activated.

At a glance, you can see:

* Project state - state of the
submission

* Entered IRB - date the
submission submitted to
the HRPO

« Initial approval - date the
HRRC approved the site

« Initial effective - date the
HRRC initially approved
the site

+ Effective - date the
submission is effective

« Approval end - date the
site approval expires

« Last updated - date the
submission was last
updated

Active

N\

» Entered IRB:  2/6/2020 1:42 PM

for MSS Bacon

= Initial approval: 2/6/2020

» Initial effective: 2/6/2020 NN NI NN NN I NS NN NN NS NSNS NS NN NN NSNS NN NN NN NSNS NSNS EEEEEEEEEEEEEEEEE
o Effective: 216/2020 Principal investigator: Principal Investigator IRB office:

- Approval end:  2/3/2021 Submission type: IRB Site BE ~nardin

UNM HSC Human R

SITE00000868: Dartmouth College Participating Si

smsmsmEmnE
arch Review Cg ee

The IRB Site workspace appears for site submissions that have been

* Study ID: Name - HRRC
site number, followed by
the site name for the study

* Letter - View/download
the HRRC determination
letter.

+ Study - Access the HRRC
study workspace.

Site tabs:

= Last updated: 2/6/2020 1:55 PM

Next Ste

TERLOIERS

Activities you may perform:

* View Site - view site
record

* Printer Version - printer-
friendly version of site
record

* View Differences -
changes between versions

+ Create Site Modification -
create a modification
submission

* Report New Information -
create a new reportable
new information
submission

View Site

Printer Viersion

View Differences

Create Site Modification

Report New Information

& Assign Primary Contact
&+ Assign Pl Proxy

& Manage Guest List

= . —

Primary contact:
Pl proxies:
Institution:

Invitation Pending

Principal Investigator

Dartmouth College Study:

Corresponde nce_for_S\WG&.pdf[G.Gﬂ I

KEOUIATOrY SUTNOrTY . U o =edUieriel |l

20-005 (&

Am'“"% Site Pre-Review IRE Review
Materials

Post-Review

Meodifications
Required

» History - lists activities
taken on a submission

* Funding - lists the funding
source(s) identified on the
funding sources page

 Documents - lists
documents that have been

History

Fiter by @ | Activity

Activity

Funding

Documents Follow-on Submissions Snapshots

v Enter text to search for

Author

KR -+t

* Activity Date

attached to the study and
site

* Follow-on Submissions -
lists all modification and
reportable new
information submissions

A

4

Letter Sent

Correspondence_for_SITE00000866.pdf

2 Finalized Documents

2/6/2020 1:55 PM

21612020 1:54 PM

« Snapshots - lists all
versions of the submission

Pictured: Sample rendering of a principal investigators IRB Site workspace for an external participating site for a HRRC
approved multi-site new study (i.e., UNM HSC is the lead sIRB).

Next: IRB Site Workspace, continued e



IRB Site |

At a glance, you can see:

Project state - state of the
submission

Entered IRB - date the
submission submitted to
the HRPO

Last updated - date the
submission was last
updated

lead.

I/

Activities you may perform:

View Site - view site
record

Printer Version - printer-
friendly version of site
record

View Differences -
changes between versions
Create Site Modification -
create a modification
submission

Update Study Details
Report New Information -
create a new reportable
new information
submission

LEn 20-007: MSS Bacon - UNM pSite

Entered IRB:  2/6/2020 3:41 PM Principal investigator: Principal Investigator IRB office:

Last updated: 2/6/2020 3:52 PM Submission type: IRB Site IRB coordinator:
Primary contact:
Pl proxies:

Next Steps Institution:

Michigan Medicine

The information, activities, and tabs in the IRB Site
workspace will change based on which institution is the

UNM HSC Human Research Review Committes

Regulatory authority: 2018 Requirements
External study ID:

View Sile

Printer Version

..
View Differences

Requested

l

Create Site Modification

Update Study Details

Pendmlg .
Review

Manage Ancillary Reviews
b g ’ =»  Response Submitted

& Manage Guest List

-~ Requested Clarification for Administrative Review

Filter by o Activity ¥ | | Enter text to search for B + Add Filter
Report New Information
Activity Author w Activity Date
&+ Assign Primary Contact =4 Reliance Confirmed 2/6/2020 3:44 PM
&+ Assign Pl Proxy - Submitted Administrative Review 2/6/2020 3:41 PM

2/6/2020 3:41 PM
2/6/2020 3:41 PM

Study ID: Name - HRRC
site number, followed by
the site name

Principal investigator -
individual named as the
principal investigator on
the study

Submission type - type of
submission (e.g., Initial
Study, Site, Follow-On,
Reportable New
Information, etc.)
Primary contact -
individual designated to
receive communications
Pl proxies - study team
member(s) delegated to
act as PI proxy
Institution - lead
institution

IRB office - UNM HSC
Human Research Review
Committee

IRB coordinator -
assigned HRPO staff
member

Regulatory authority
External study ID -
appears for external IRB
studies/sites

Pictured: Sample rendering of a principal investigators IRB Site workspace for an internal participating site (i.e., UNM HSC is the pSite) for an external

approved multi-site new study.

Next: IRB Reports e




The IRB Reports workspace lists reports that allow you to
IRB Reports I query submissions you have permission to view.

Reports

The reports show only the submissions you have permission to view.

~ Name Description
All External Studies Report of all external IRB studies
All Multi-Site or Collaborative Studies Where This Report of all studies where the institution is the sIRB

Institution is the IRB of Record
All Sites Report of all sSIRB and Participating sites

Approved Submissions after Modifications Required Report of submissions approved after modifications required
to secure approval

Exempt Submissions Approved in the Last 45 Days Report of exempt submissions approved in the last 45 days

Expedited Submissions Approved in the Last 45 Days Report of expedited submissions approved in the last 45
days

Next: IRB Lbrary Workspace e



- The IRB Library workspace contains downloadable materials
IRB lerarv specific to this institution and the IRB.

. Library tabs:

Library

- Standard Operating
Procedures - lists

) Submissions stanaars operati proceares [ I e M M N documented processes

« General - lists documents

» Meetings e
_ SOPs specific to the human
» Library research protections
» Reports Export program
» Help Center Name Document * Worksheets - lists
HRP-000 - Org Chart HRP-000 - Org Chart(0.05) documents the HRPO and
Shortcuts . i HRRC use to conduct
HRP-001 - SOP - Definitions HRP-001 - SOP - Definitions(0.14) .
My Inbox reviews
HRP-002 - SOP - Use of Web-based Software for HRP-002 - SOP - Use of Web-based Software for HRRC « Checklists - lists
Meetings HRRC and HRPO Review_Operations and HRPO Review_Operations(0.06)
documents the HRPO and
Reparts HRP-012 - SOP - Observation of the Informed Consent HRP-012 - SOP - Observation of the Informed Consent
P Process Process(0.04) HRRC use to conduct
Help HRP-013 - SOP - Legally Authorized R tati HRP-013 - SOP - Legally Authorized R tati reviews
-013 - SOP - Legally Authorized Representatives, -013 - SOP - Legally Authorized Representatives, R T
Children, and Guardians Children, and Guardians(0.05) Templates lists

templates for protocol,
consent, HIPAA, etc.

Click the ellipsis to see:

* Forms - lists IRB
submission attachments

* HRRC Training Info - lists
training videos

Next: Walk-through the submission process



Walk-through a new single-site
study submission

Workflow of a submission that undergoes HRRC review at the UNM Health Sciences

As a submission moves

through the process, the _+- _-

principal investigator and | . 1 - 1 - 1 - @
. . . | | |
primary contact will receive | | | | | 1 | |
email notifications Sul:%mlt SubmltRésnonse | Submltnésponse | Sllbmltll‘esp | Submit Respon: |
regarding requests and | = = = =
| ' | | !
Status updates from: . : 1 1 : 1 1 HRRCleuulreslmo ifications
. | | | | | @
24 HSC-HRPO@salud.unm.edu E | &
| | |
| | |
| |
| |
| |

HRRC member or
committee

The following slides
demonstrate the submission

and non-committee review
process of a single-site new I
study submission using T L —

Huron IRB. o>

"I I‘ Notlificatlon to Pl and Primary contact

Pictured: Rendering of the workflow of a submission that undergoes HRRC review at the UNM Health Sciences

Next: Create a new study submission e
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Create New Study = = = = = = = = = Pre-Submission

£
o
[t
P
©
=
b
(72}

You Are Hera: -9

A study team member or principal investigator may =2 Blsee  Sprin
create and edit a new study submission. Basic Study Information
1. From the My Inbox or IRB workspace, click the Create 1. # Title of study:

Single-site bacon study

New Study button.

A
. This will open a draft IRB submission that you may
ed|t 2. * Short title:
2. Complete the pages and click the Continue button to 3. * Brief description: @

Baoon ipsum dalor amed chislic mextball jow sausage buffalo park
chop. Tri-lip leberkas domer, shank filet mignon pig chislic bacon

a d van Ce tO th en eXt pa g e. savmape shart rigs kielbasa andiseger andouille pancesia. Ham
shoulder short ribs =alami brisket. Venson alcatra salami kielbasa

shoulder brizkel pork loin stip steak ham spare ribs shank beed pork

belly bacon. o

3. On the final page, click the Finish button.

. . . . 4. * What kind of study is this?
b Th|5 W||| save the Sme|SS|On and I’eturn yOU tO the 2 Mult-sile or Collaborative study

i Single-site sludy
-

submission workspace. Clear

5. * Will an extermal IRE act as the IRE of record for this study?
Q Yes @ No Clear

6. * Local principal investigator:

Princip:s |I"\|'I."'$:lgi!:'.'l' e

Pictured: Sample rendering of the Basic Study Information form

Next: Submit new study submission e
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investigator

After the study team has completed all of the pages,

the principal investigator may submit the submission. E“hmm STUDY00004138: SS Bacon
Last upcated: 13020201250 PM principal Investigator: Juj'rcurf:l v psSigatar IRE ofMcs:
4.  From the submission workspace, click the Submit link. oyttt |0 IR soordn
) .. Next Steps roxlgs;
. The system will check the submission for errors and e
allow you to complete missing information. O Sy _
5. Click the OK button to agree to the terms. m _
. The system will advance the submission to the next ( Requestes )'
project state, Administrative Review. P
il Assign Pl Praxy
IMPORTANT: The listed principal investigator must B Manage Ancilery Reviews Fiser by © [ Acsiy T | | Enter test o search for
have the “Principal Investigator” user role assigned el —— 1 — -
- N B . ';-:' Add Camme Shudy Creabed MYESRRar TIICIESS
to their IRB account in order to submit the study. This G o
role requires Pl eligibility verification by the HRPO. @ Dincars

Pictured: Sample rendering of a principal investigators Submission workspace in
“Pre-Submission”

Next: Administrative Review e



During Administrative Review, a HRPO staff member
conducts a cursory check of your submission to
ensure minimum requirements have been met to begin
pre-review.

When the submission is considered satisfactory, the
submission will advance to the next state, Pre-Review.

Request
Clarifications

_—_—_—*

Administrative -
e

LMK H
Erfered IRE: 143002020 1:27 PR Submilsslon I.'_|.'|:|B: milizl Sln.d:.' IREB coordinator:
Last updated: 1302020 1:23 PM Erimary contact:
Pl proxles:
Next Steps

Wiaw Shudy
o
Fiiter by Aty w | | Enfer lexl to search for

Pictured: Sample rendering of a principal investigators Submission workspace in
“Administrative Review”

Next: Respond to requested clarifications e



F % Clarifications
S < CELITES RO [ — — — — — — Submit Response — — — — — >
a % Review)

If the submission is considered incomplete, a
L . L . Qlarifications STUDY00004138: SS Bacon
notification will be sent to the principal investigator Requested (Admin - S
. . . . Bﬂ‘?’jﬂ-} Submizslon type: it S;Ld:f - IRE coorainator: |
and the primary contact. The submission will be primary contact:
) B o ) . Ertered IR8: 1/30:2020 1:23 PM ol proxiss:
returned in a “clarifications requested” state so that Last updated: 13112020 1024 A
you may address the issues. Next Steps
- . . Edit Study
1. Refer to the History tab to review the details of the :
Fliter Dﬁrﬂ Actiky w | | Ender texl b search far
requ est. Activity Asuthor
. - Wiy Lirffersnc e * Requesied Clarilication for Adminisiraive Fevies
2. Click the Edit Study button to open the study record
P — i toredeioin, oo 1t i el e i oot chiie oA
and make requeSted Changes' : :h ﬁ. : |_:1I-|:g:'iu:l|.'- |rdn'_';::;'_|.:I.-.hi:':_' :L-p'.-'ill.' |:.""IIILH'.II|'::J|:I\'.I|I Ili-|.'- !:I.Ir.'-_"l-.l:_'-kL"l'lT."f:“:.‘.‘l'.“i'.?‘d'l"er
e M Submitted mvestigatar, |
3. After you have addressed all issues, click the Submit € Withdraw @ Sty Crones —
Response link.
4. Click the OK button to submit your response.
. The system will advance the submission to the
previous project state, Administrative Review.

Pictured: Sample rendering of a principal investigators Submission workspace in

“Clarifications Requested (Admin Review)
Next: Pre-Review e



During Pre-Review, a HRPO staff member conducts a
preliminary review of your submission to ensure
minimum requirements have been met to review.

When the submission is considered complete, the
submission will advance to the next state, Pre-Review
Completed.

The HRPO staff will then route your submission for the
appropriate review:

. Non-Committee Review - review by a HRRC
chair

. Committee Review - review by a convened HRRC
committee

Request

— — ——————*

Clarifications

Erered IR 2020 10:39 A Principal Investigator: Princpal kvestgator IRE offica:
Last updated: 173172020 10:39 Al submigslon typs: itial Study IRE coordln
Primary contact:
Pl proelas:

Mext Steps

m Illfp.l--:l"hll.li"‘il:"l
Charificatian
Reguiested
& Assign Primary Conlact
------ e
11- Aszign Pl Praxy
ary R

C 1R B Fpa )—
fl. Ir:. .|I ested _/J

b
& Manage ST FIItarI:-g,r'E Aty v | [Erter text o search for
W Manage Activity autr
A T N -
= R -y SHbmiLed Administrative Review Tan
o Su
& Withdraw 3 Fesponse Submisted
Requesied Clarification for Adminisirafive Review Tan

@ Discard L

Pancetis pork lain shauder spare ribs picanha pork choep chislic. Stip sieak

IL 1deriain, jowl Fi-lip ar -:I pwille spane nbs |.u strami chislic longue. Andauille

win lenderdain ball tip turducken bresacks hamburger burgdoggen
=  Submitted

Pictured: Sample rendering of a principal investigators Submission workspace in
“Pre-Review”

Next: Respond to requested clarifications e



3% Clarification
S < NGNS NG~ — — — — — Submit Response = — — — — +
a % Review)

|f thg suk-)mlss-lon Is considered |n.co-m|ole.te, a | Clarification 20-004' SS Bacon
notification will be sent to the principal investigator Requested (Pre- N R
. .. . Review) submigslon typs: nitial Study IRB coordl
and the primary contact. The submission will be o s, | Ermary cotsct:
. « L . ' I'II:.L"l'L. N - -.. .- - E. P|F||'DI|B'E-:
returned in a “clarifications requested” state so that Lest updated: 1/31/2020 10:41 AW
you may address the issues. Next Steps Pre-Submission "8 Review
1. Refer to the History tab to review the details of the e Sty i:m...i. - )
request. [ e | _—
2. Click the Edit Study button to open the study record - s—
and make requested changes. T —
. ':---J‘Jl-: Flltarl:uyrg Fuctiiby ¥ | | Enter lexl ta search far
3. After you have addressed all issues, click the Submit e S Prmey Cenia actvity ot
ReSpOI‘Ise I|nk & .:l“i:i S - ko Clarificafion Requaesied Tan
# Manage Ancilary Reviews |:-||_.-_-_4E ||-.-::!'.c|:!‘ 5-.'JL.5-.'JIfI\'_'-F|i.'.HI'|1:! ‘:.r_u:lfru_l?ur .5_:!|:'_-1'ijl.":-'!| I'IL‘\_-'.‘II!:A-‘.:I!_:J!.‘*T'-I' an
4.  Click the OK button to submit your response. W Manage Guest List Eﬁ‘rllTEJr‘.?I,':‘.”L':L?,:If‘%;i}l',ﬁ.i‘?ﬁlﬂe-'ﬂﬁ.?ﬂ‘;'fri;gﬂ"ﬁéii
':;:' Add Camment sSirg steak Dscon capiools Erourd roudnd. Hilxsck ham hook alcaira mesib)
. The system will advance the submission to the R w— o Sbmitied Adminisiralive Review Tan
preViOUS prOjeCt State, PrQ'ReVieW. + Withdranw * Resnorise Subimisied e
@ Discard * Resquesied Clarification for Adminisiraive Review Tan

Pictured: Sample rendering of a principal investigators Submission workspace in
“Clarification Requested (Pre-Review)”

Next: In-Review and Post-Review e



In-Review
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During In-Review, the Human Research Review Committee chair or the convened committee, will
review your submission and make a determination based on the information and materials submitted.
Once a determination has been made, your submission will advance to the next state, Post-Review,
where the HRPO staff will finalize the submission.

20-004: SS Bacon 20-004: SS Bacon

Principal Investigator: Princpal wvestigatar IRB affica:

. il Ertiered IRB. 1/371/2020 10039 Al Principal Investigator: Principal kwvestigator
Erered IRE: 1/31/2020 10-99 AM Submiaslon t)'Flil- Initial Study IRE coordin Last undated: 155112020 1:45 P A aaln fyoe: T
Last updabed: 1312020 11:02 AM Primary contact: Regulatory ubami type: lilial Study
Pl proxies: Erimary contact:
Pl proxies:
Mext Steps Hext Steps

Pre-Submission

m Pre-Subaitsinn

Clasiflizatian
Reguested

1'nndar Viarsion

I veomce

Charification
Requsted

! ! Fliter wg Autivity 7 | | Enter texl to search for & Assign Pl Proxy ! d

8 Manage Ancilary Reviews

s Assign Pimary Contact

Activity A e Ay IRervin
B Manage Guest List B Manage Ancilary Reviews Firter I:I'!,I'a Activity ¥ | | Emter bext to search
&  Response Submitied ® Manage Guest List
O Add Comment amage Guest List
b Clarificaion Requested T - .ﬁﬂﬂ'\'ll’ﬁl’
e Subrmission 2 Add Comment -
£] Cony Submissicr Chuck meatioaf savrsage picanha frankfurier, salami jow] meatball besf . > Respomse Submitlec
F— filet mignon tongue turducken. Kevin pastrami tbone ribeye jerky til gr ey T e
4 Withclraw corned beel ham pastrami. Park cupim shoukder ham hock sausage kebd fh Copy Submissior -y Clarificaion Requested by Designated Reviewer
@ Discars sirip steak bacon capicola ground round. Fatback ham hook alcatra me
* Submitted Administrative Review T + Re=ponse Submitied
L] Clarificafion Requesiesd]

&  Response Suhmistted

Pictured: Sample rendering of a principal investigators Submission workspace in “Non-Committee Review”

and "Post-Review” Next: Respond to requested clarifications e



(Designated Review)

'_g_ Clarifications
G < Requested = = = = =— = Submit Response — — — — — >
a

Y
(o)
b
(]
IQ
b
72]
(]
>
E

If the submission requires more information by a

designated reviewer to make a determination, a 20-004:SS Bacon

. . . . R . . Principal invastigator: Prircpal Fvestigatar IRE ofics:
notification will be sent to the principal investigator Submiasion type: ks Siudy IRE coorainat
Primary contact: Regulatory aut

and the primary contact. The submission will be Friercd [R8, 112020109901 i proxies:
returned in a “clarifications requested” state so that

. Pre-Submission Pre-Reainw IER v sa
you may address the issues. Next Steps
Edit Study -
1. Refer to the History tab to review the details of the P L
request. [ e
2. Click the Edit Study button to open the study record Histary
and make requested changes. —r—
- : .A. Flrter I:lﬁl'g Aty ¥ | | Enfer lexl ta search far
3. After you have addressed all issues, click the Submit R actity At
Response Ilnk : S = Clarificaion Requesisd by Desipnated Reviewer Tan
Manage Ancilary Reviews
. . L 2 Response Submitted e
4, Click the OK button to submit your response. B Menage Gues: L o o e _—
. The system will advance the submission to the :I — Chuck ieatioaf <a.=age icanha franirter. salarijon mesitel bes! han
R R - - _:;_..:.r Submission TE2L Mg e .LrLJ_..L"l'I. IWIN PEEram oo n e JETRY LI groedr
previous project state, Non-Committee Review. € Wi e sk b mpieeta oo . Fatloah b ot sleaton et
EE-J II ________ : . * Submnilted Adminstrative Rovieny Tan

Pictured: Sample rendering of a principal investigators Submission workspace in

“Clarifications Requested (Designated Review)”
Next: Respond to required modifications e



Required
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8 o i

G < e lEE e — = = = — — Submit Response — — = — — »
a

investigator

If the submission requires modifications to secure 20-004- SS Bacon

approval, a notification will be sent to the principal Required Principal vseigaor: Picpe vessgoin R ofcs:

investigator and the primary contact. The submission | T e o et ot
Pl proxigs: Reguiatory authal

will be returned in a “modifications required” state so
that you may address the issues.

2
;]
&
B

P S i g o BB R

Edit Study

1. Refer to the History tab to access the HRRC
determination letter that outlines the details of the

Clarileaian
Reguested

Clarification
Rizguiested

req U | reme nts Wy Difiersnt e
2. Click the Edit Study button to open the study record ——— UESIEN o | coect | pocamens |
and make required modifications. e Acign Prisniry Contact
Fliter I:l!,rﬂ Activity ¥ | | Enfer texl b search far
. . . d# Assign Pl Praxy
3. After you have addressed all issues, click the Submit T —— Activity Autho
Response link. T— A Lot s Ta
S & Correspondence_for_ 30-004 pdf
4., Click the OK button to submit response. :-; — 2 Ressomse Submitied —
. . . Copy Submissicn b Clarificason Requested by Designated Reviewer Tan, Ve
. The system will advance the submission to the next | g ... A ———
project state, Modifications Submitted. = Claritcasion Requesied S

Chuck meatioaf sausape picanha frankfurter, salami jowl mealbal besf ham
Tkl mignen tangue furducken. Kevin pastrami t-bone ribeye jerky tail ground o
corned uu‘._.rr ™ .y H - 1y - - - " - = . 1 =

Pictured: Sample rendering of a principal investigators Submission workspace in

“Modifications Required”
Next: Modifications Submitted and Post-Review e
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During Modifications Submitted, the Human Research Review Committee chair will review your
submission and make a determination based on the information and materials submitted. Once a
determination has been made, your submission will advance to the next state, Post-Review, where the
HRPO staff will finalize the submission.

e Assign Primary Contact

Pre<Submission

EharlFicathan
Riguested

Pictured: Sample rendering of a principal investigators Submission workspace in “Modifications Required”

and "Post-Review”

i
9
E!Hﬁ

s Assign Primary Conlacl

il Assign Pl Proxy

wrrm— . | Post-Review  DTIWGIIVE
20-004: SS Bacon 20-004: SS Bacon
ed Principal Investigator: Srincipal kvessgatar IRE afMce: Erfered IRB. 1312020 1035 AW principal investigator: Princpal invesSgatar IRE affics:
Criered IBB: 17312020 10094, SUbMisglon type:  kitial Study IRE coorginator: Last updated: 1312020 1:45 PM Submiasion type:  Iitial Study IRE coordinator:
Last updated: 1F312020 1:56 EM Primary contact: Latter: Primary contact: Regutatory authal
Pl proxisa: Resguiatory autna 1] Pmn“

Next Steps

Pro-Euibmission IRB R

Clarification
Roguested

i Assign Pl Proxy Manage Ancillary Reviews = .
P Fliter l:qra Activity w | | Enfer texl bo search far bl | Fliter wa Auctieity ¥ | | Enter text to search far
Manage Ancilary Reviews 8 Manage Guest Lis:
Activity Authod Activity Authof
) Add Camment -
- =  Response Svhmisied et = 2  Response Submitled nvest
2 Add Comment Citmnr Sailwristion
& o Letter Sent Tan, W & Copy Submissice %  Clarificaion Requasied by Designated Raviewer Tan, V]
Copy Submizsion Ap
[ Correspondence_for_20-00<4 pdf > nvest
%  Response Svhmisied nvest 4~ Clarificason Requested Tan ]
= Clarii n Requested by Designated Reviewer Tan. V3 Chuck meatosf sausape picanha frankfurier, salemi jowl mealball beef ham o
I . . filet mignon ongue turducken. Kevin pastrami t-bone ribeye jerky il ground |
* Response Submitied T cormed beal ham pastrami. Pork cupim shoulder ham hock sausage leberos)
#  Clarificalion Requesied Tan sirip steak bscan capicola ground round. Fatbeck ham hock alcatra mestbal

- Submitted Adminisirative Review Tan. ]

Next: Review complete e



<] Review Complete

After your submission has been finalized, a notification
will be sent to the principal investigator and the
primary contact. Your submission will enter a terminal
“review complete” state (e.g., Approved, External IRB,
Active, Disapproved, Deferred, etc.). In the study
workspace:

1. Refer to the History tab to access the HRRC
determination letter that outlines the details
about the determination.

2. Click the Documents tab to download finalized
study documents.

3. If the study is “Approved,” the principal
investigator may execute the Assign Pl Proxy
activity to delegate an approved study team
member to act as Pl proxy.

_ 20-004: SS Bacon

Next Steps

Craste ModiaboniCl

Principal Inveetigator: Principal Ime
Submlsalan typs: Initia Elu::-r
Primary contact:

Pl proxlss:

-

'.\_”“" -'~u|u-|i1\.i|:--> i: Pro-Reviow - K: 19 Reniew ) Past-Raview -C
” Charification \‘I l'f ClariNeaion ‘-\' '/.l Modilcations \
‘( j‘. . Re / Required

[ rrine | v | o | ok i | s |~

Fittar by & | Activity -

sctivity

IRE offlce: UNK HEC Human Research Re
IRE coordinatar:

Lattar:

Ragulatary authority: CI r

Author = Activity Catel

d. Fatback ham

143172020 2:12

13112020 2:13
312020 2:13
Irrverstigalor, Principa 173172020 1:56

1/31/2020 1:51

Inverstigaion, Principal 1312020 1:40
143112020 1:28
Irrverstigalor, Principa 173172020 10:4

17312020 10:4

hack alc

Pictured: Sample rendering of a principal investigators Study workspace in

“Approved”

Next: IRB Submission Help e



IRB Submission Help

Documents to download from the IRB Library:
Investigator Manual
Huron IRB Investigator Submission Guide

General questions and IRB consults, contact:
UNM Health Sciences Human Research Protections Office
(HRPO)
HSC-HRPO@salud.unm.edu
(505) 272-1129

Next: Huron IRB Support e
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Huron IRB Support

If you experience technical issues with the system or a
submission, contact:
HSC-ClickSupport@salud.unm.edu

If you need help with an IRB account or cannot find an
organization, contact:

Fabian Conant

FConant@salud.unm.edu

Next: Huron IRB Account Management Request e
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Huron IRB Account Management
Request

T enmgm— Congrats on making it to the end of the Huron
—— IRB 10.1 Self-Guided Training for Investigators!
Next step - Complete and submit the
IRB Account Management Request
form to have your IRB account
created.

Are you an active UNM HSC employee or student?

Organization: Human Research Protections Cffice

Important: Allow 1-2 business days for your account request to be
processed. An IRB account manager will send you an email that will
contain your login information, the website address, and instructions.

Comments:

Finished .
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