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1.25.3 Upgrade and Configuration Release Items: May 2021 
 

Jump To 
Cross-Suite Enhancements 
IRB Enhancements 
Agreements Enhancements 
Data Safety Enhancements 
OAIR Enhancements 

Cross-Suite Enhancements 
  

What has changed…  What it means… How it looks (as applicable)… 
View and Navigation 

Accessibility improvements have been applied 
across the suite, including increased 
highlighting contrast in the SmartForm 
navigation and keyboard control 
enhancements.  

Display of some selection colors change, screen 
reader and keyboard navigation improve, and other 
functionality remains the same.  

 
Help links added to SmartForm page views. A help icon and link appear at the top right corner of 

every SmartForm page.  Click the icon to display 
quick links to system, policy, and process guidance. 

 
Dashboard contains additional “coordinator” 
column. 

At the next state change where a submission 
appears in a person’s InBox (on the Dashboard 
page), if there is an assigned review contact 
(referred to as a “coordinator” across the suite), that 
person’s name will appear in the right column. 

 

Secure rendering enabled This background setting has been consistently across the suite. 



   
 

RELEASE ITEMS 1.25.3– PAGE 2 OF 13 

 

Top-tab navigation The order of parent tabs has changed across the suite to simplify navigation between process areas. 
 
 
  

GMAS integration and application updates This suite is integrated with GMAS and there are coordinated cross-application changes.  Along with the 
changes described in these notes, please view the GMAS-specific release notes for planned GMAS-side 
enhancements: https://gmas.fss.harvard.edu/releases  

 

  

https://gmas.fss.harvard.edu/releases
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IRB Enhancements 
 

What has changed…  What it means… How it looks (as applicable)… 
SmartForm 

External IRB Page: Added questions about 
data management 

A new required question on the External IRB page 
asks investigators to provide additional information 
about who will be responsible for managing data 
and whether data will be identifiable.  
 
This question will need to be updated when existing 
studies are modified.  

 

Investigator moved to the beginning of the 
Funding Source selector 

Because many researchers search for funding based on the PI’s name, the funding source selector has 
been reorganized to display the Investigator first. 

Updated Site Description prompt on Basic Site 
Information page 

The prompt was updated to provide more detail 
about what information should be included in this 
field.  

 
Added warning on closure requests for studies 
with FDA oversight 

This new warning alerts investigators that more 
information may be necessary before the reviewer 
can make a determination on whether closure is 
appropriate for studies involving FDA oversight.  
 

 

Activities 

Add Participating Site activity available to 
Primary Contacts 

Primary Contacts can now add Participating Sites on behalf of the Principal Investigator. 

Reporting 
Reports updated to accommodate data 
structure changes 

Changes in the data structure related to the 9.0 upgrade caused the following reports to fail:  
• Studies Involving International Sites 
• Expedited Actions Completed in the Last 45 Days 
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This has been corrected and reports are now working as expected. 

New Report: Study Team Members by IRB 
Office 

A new report has been added which lists study team members by project, associated with the IRB Office 
responsible for oversight of the study.  

New Report: Expedited Actions Report – 
Filterable by Committee  

An alternate version of the Expedited Actions report is included on the Meeting Workspace, which allows 
for filtering by IRB and control over the dates captured in the report. Additional instructions are provided 
on the page for fine-tuning the report.  

Letters and Notifications 

Updated Notify Reviewers notification This notice now provides additional instructions to 
the reviewer. 

 
Updated Add Private Comment notification The content of the Private Comment is now 

included in the body of this notification. 

 

People and Organizations 

Enhanced Student Profiles ESTR will now receive School affiliation for students. This will display on the Person profile.  
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Agreements Enhancements 
 

What has changed…  What it means… How it looks (as applicable)… 
SmartForm 

Clarified IRB and Data Safety guidance For initial submissions, the Data Safety guidance has been clarified to specify that the Safety submission 
should be created when an agreement draft is available. 
For amendments, the IRB guidance does not appear, and the Data Safety guidance specifies that a Data 
Safety protocol may need to be created or updated. 

Filtered certain organizations out of 
Contracting Party selection options 

Certain inactive and duplicate organizations (including a duplicate record for National Institute of Health 
(NIH) - dbGaP) have been filtered out of the Contracting Party selection options to prevent researchers 
from selecting incorrect Contracting Party records. 

Activities 

Added Agreement Tracking Element options to 
the Activate Activity 

Agreement tracking elements can now be added 
when the Activate activity is completed, in addition 
to being added via the Track Agreement Elements 
activity. Tracking elements must now be added 
before the agreement is activated. 

 

Workspace 

Assign Owner activity hidden from study team Researchers sometimes confused the person who assigned the owner/reviewer with the reviewer based 
on how the Assign Owner activity displayed on the History tab. The activity is now hidden from the study 
team on the History tab, so that researchers will not see who assigned the reviewer and will only see the 
reviewer listed in the top left corner of the submission workspace. 
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Added PI and Primary Contact active/inactive 
status to Contacts tab 

To help with the management of agreement 
submissions in review, the active/inactive status of 
the associated PI and Primary Contact will now 
display on the Contacts tab. Reviewers will now have 
quick access to information about whether the main 
contacts have left the university and no longer need 
the agreement. 

 

Added submission Guest List to Contacts tab Guests associated with a project will now display on 
the Contacts tab. 

 
Notifications 

Updated Amendment Approval notification The text of the main submission activation notice was updated in a prior release to include the text, 
“Before you publish or share this data, check the terms of the agreement.” In this release, the 
amendment approval notification has been updated to include that information as well. 

Updated Expiration Reminder notification The agreement expiration reminder now specifies 
that the study team should update the submission 
SmartForm if they are amending the agreement to 
extend its expiration date. 

 
Added dbGaP Expiration Reminder notification When an Agreement with the National Institute of 

Health (NIH) - dbGaP as the contracting party nears 
expiration, the expiration reminder notice will 
provide instructions that are specific to renewals of 
agreements with that organization. 
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Other 

Added DUA Term “Archival Copy Authorized”  The “Archival Copy Authorized” option has been added to the list of Highlighted Terms for selection on 
the Track Agreement Elements and Activate activities.  

Fixed bug where amendment approval added 
multiple copies of agreement to main 
submission 

A bug that caused multiple copies of the final agreement to be copied from an approved amendment to 
the main submission has been fixed. 
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Data Safety Enhancements 
 

What has changed…  What it means… How it looks (as applicable)… 
SmartForm 

Updated Other Data Storage Location prompt 
on Data Information slide-in 

The prompt was updated to capture whether data 
will be stored and accessed outside of Harvard.  

 
Updated Additional Information prompt on 
Data Information slide-in 

The prompt was updated to capture information 
about the source country of the data or other 
regulatory considerations, to provide insight into 
whether GDPR or other requirements apply.  

 
Principal Investigator field now searchable by 
e-mail address 

Searching by e-mail provides additional assurance 
that the right person is listed on the study team. 
This change will help ensure that the correct PI has 
access to the submission and receives system 
notifications and that training records are updated 
properly. 

 
Removed Is additional training required? 
question from the Study Team Members page 

The reviewer is in a better position to assess whether additional training is appropriate than the study 
team. As such, the question has been removed from the SmartForm.  

Workspaces 
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Added separate display of inactive users only The Project Contacts tab now displays a list of 
inactive study team members. This can indicate to 
a reviewer that inactive team members may need 
to be removed from the study. 
 
This section is only visible to reviewers. 

 

Notifications  
Added a notification to Data Safety 
resource/storage location contacts at the 
point of submission 

This new notice alerts resource contacts earlier in 
the review process that a study has listed their 
resource to facilitate provisioning conversations 
before the study has been approved.  

 
Updated notification to Data Safety 
resource/storage location contacts upon 
approval 

Additional information about the data sets has 
been added to this notification, as well as 
information about IRB and Agreements 
submissions linked to the study via Manage 
Related Projects. The subject of this notice has 
been modified to differentiate from the notice to 
resource contacts upon submission.  

 
Updated Clarifications Requested notification The reviewer’s note to the study team is now 

included in the body of the Clarifications 
Requested notice. 
 
A link to the Study Submission Guide and 
instructions for responding to requests for 
clarification have been added to this notification.  
 
The subject has been updated to indicate that 
action is required from the study team. 
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Updated Reminder of Clarifications Requested 
notification 

A link to the Study Submission Guide and 
instructions for finding and responding to requests 
for clarification have been added to this 
notification. 
 
The subject has been updated to indicate that 
action is required from the study team. 

 
Updated Continuing Review Deadline 
Approaching notification 

Additional context and instructions were added to 
this notification to ensure the researcher 
understands why continuing review is being 
requested and how to complete their continuing 
review.  
 
The subject has been updated to indicate that 
action is required from the study team. 

 

Reports 

Updated All Submissions Report  The All Submissions Report now includes three new fields: the submission date, the date the submission 
entered its current state, and the date the submission was last modified. The report can be sorted or 
filtered based on these dates.  
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OAIR Enhancements 
 

What has changed…  What it means… How it looks (as applicable)… 
SmartForm 

Minor clarifications to question prompts and 
Professional Services options 

Minor clarifications were made to the time commitment and the product-related IRB questions on the 
Additional Disclosure Information page of the Disclosure SmartForm and to the question about keeping 
research and interests separate on the Research Initiated Certification Information page of the 
Certification SmartForm. The Professional Services category “Membership on a scientific advisory board” 
has been changed to “Membership on a scientific or other advisory board.” 

Professional Services category Employment 
separated from Research or teaching 
appointment 

The Professional Services category “Employment or research or teaching appointment” has been 
seperated into two categories: one for “Employment” and one for “Research or teaching appointment.” 
Any dislcosers with “Employment or reasearch or teaching appointment” selected prior to the update 
will now have the “Research or teaching appointment” option selected. 

Question about research project overlap 
required 

The first question on the Research Initiated 
Certification Information page of the Certification 
SmartForm about potential overlap between the 
research project and the discloser’s interests is 
now required. 

 
Changed navigation for the last page of the 
Disclosure form to Additional Disclosure 
Information 

The navigation link for the last page of the 
Disclosure form was changed from “Disclosure 
Summary” to “Additional Disclosure Information” 
to better reflect the contents of the page. 

 
Fixed issue with Disclosure Certification Printer 
Version showing some disclosures twice 

The Disclosure Certification Printer Version displayed some disclosures twice in the disclosure summary 
section when the certification was in a completed state. Now each disclosure will display only once. 
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Added Project ID to Disclosure Certification 
Printer Version 

In the Research Project information section on the Disclosure Certification Printer Version, the project 
Segment ID has been replaced with the Project ID. 

Clarified error message on the last page of the 
Certification form 

The error message that discloser would see when 
attempting to submit their Certification from the 
last page of the SmartForm did not provide clear 
instructions on how to find and correct errors. The 
error message now provides instructions on using 
the form validation option to find errors. 

 

Activities 

Submit Clarifications available to COI 
Administrators 

COI Administrators/Reviewers now have permission to complete the Submit Clarifications actions on the 
discloser’s behalf. 

Workspaces 

Added Link for GMAS Project to Certification 
Workspace 

A link to the associated project in GMAS displays 
on the Summary tab for a Research-Initiated 
Certification. This link provides quick access to 
more detailed information about the relevant 
sponsored project.  

Disclosure Admin Info tab hidden when 
Certification is under management plan 

A Certification in the “Under Management/Mitigation Plan” will no longer display the Disclosure Admin 
Info tab on the Workspace. Disclosure information may have changed since the certification review was 
complete, so displaying the current disclosure information for a Certification that has already been 
reviewed was misleading. 

Clarified the contents of the Research Projects 
tab on the Certification Workspace 

The Research Projects tab on the Certification Workspace now indicates that it only displays projects 
awarded after January 15, 2021. 

Clarified instructions to discloser when 
Certification is in Draft 

The instructions on the Summary tab of the Certification workspace for Certifications in Draft referenced 
the Edit Disclosures button in the Next Steps section. Because the Next Steps section header was 
removed, the reference to the section has been removed from the instructions. 

For COI Administrators at HMS, added a 
section for disclosures that require additional 
review   

For COI Administrators at HMS only, a section that shows disclosures with specific types of 
interests/activities that require additional review at HMS displays on the Private Review Information tab. 

Legacy certification information displays on 
Person Workspace Properties tab if 
certifications are not visible 

The legacy certifications for disclosers in fCOI and HMS OAR who were not active at the University when 
OAIR launched will not display to COI Administrators. Now a message will display if such a user has 
legacy certifications directing the COI Administrator to the OAIR Help Desk for more information. 
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Notifications  
Clarified Research Project Update Reminder  To clarify the sponsored project proposal 

disclosure requirements, the Research Project 
Update Reminder now specifies that the discloser 
receiving the reminder has disclosed within the 
last 12 months and does not need to take action 
unless they have updates to make. 

 
Added Reviewer Assigned notification  When a reviewer/office contact is assigned to a 

Certification, via the Assign Reviewer activity, a 
notification is set to the selected reviewer. 

 
Added spacing to improve formatting of 
Clarifications Requested notification 

A space was added between the template text and the reviewer notes added during the request for 
clarifications to make it easier to read the reviewer notes. 

Updated Clarifications Requested Reminder  When disclosers received a reminder that they had not responded to clarifications, they did not know 
where to find information about what clarifications were requested. The email now includes instructions 
on accessing reviewer notes on the History tab of the Certification workspace. 

Management Plan Required notification 
clarified 

The Management Plan Required notification now includes the specific steps the discloser needs to take 
to accept the management plan. 

Reports 

Filtered out inactive users from various 
reports 

Inactive users are now not included in Harvard Report: School Affiliates and Harvard Report: University 
Affiliates. In addition, disclosures for inactive users are no longer included in any of the Disclosure 
Reports. 

Added information about users’ 
active/inactive status to various reports 

Added a column indicating whether the person is still active at the University to several reports to allow 
COI Administrators to better manage discloser population and certifications for inactive users. 

Minor report updates Segment Status has been added to Harvard Report: Research Certifications; Department and Email have 
been added to Harvard Report: Annual Certifications Not Submitted; Updated filter criteria to be more 
accurate for Harvard Report: Submitted Certifications with Incomplete Disclosures. 
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