1.26.1 Configuration Release Items: January 2022

Jump To

Cross-Suite Enhancements
ESTR-IRB Enhancements
Agreements-DUA Enhancements
Data Safety Enhancements

OAIR Enhancements

Icons below indicate the application(s) impacted by the enhancement.
2% ESTR-IRB  [] Agreements-DUA g Data Safety 2 OAIR

Cross-Suite Enhancements

What has changed... What it means...

Miscellaneous

Added site search for office staff Site search is available to reviewing office staff. This feature allows for keyword search of information on
FQ)) a submission records and within record attachments.

Updated system generated report links to use ~ The applications allow for navigation to submissions using the convention: Base application address +
friendly naming convention “ProjectID=" + Project ID. Reports which generate a friendly url have been updated to display this

[Q)] =] simpler web address convention.
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ESTR-IRB Enhancements &%
What has changed...

What it means...

How it looks (as applicable) ...

SmartForm

Supporting Documents: Changed DUA
attachment example

RNI SmartForm: Revised instruction at top of
RNI SmartForm page

Full update of all question level help text

Activities

Additional instruction on Copy Submission
activity

Create Printable Attachments activity should
show all attachments in pdf document

Workspaces

Main Submission: Added summary on reviews
tab for External IRB projects

Clarifies the expectation for attached materials © 510005150 Sbmission Atachments for s S andf ot oy atachod o aprevious secton of o SmariFom)
versus items that may be related across applications. = Complted SmariRB Code Request Appication

[ = Agreements (other than Data Use Agreements negotiated at Harvard)
WP MTeTeST DTSTIOS e FOTTT
= Funding Source Attachments

The on-screen instructions for the RNI SmartForm
are simplified to defer detailed information to the
IRB reference page or help text.

Reportable New Information

For information about what qualifies as Reportable New Information (RNI) or what to report to the IRB, visit the IRB website:
= HMS, HSDM, and HSPH (Harvard Longwood Campus only)
u FAS, GSE, HKS, HBS, SEAS, HLS, GSD, HDS, and Radcliffe Institute (Harvard University Area only)

Corrected bug to allow display of configured help
text within the SmartForm. Content will be added
just following update.

Add Research Location Information %

Research Location

“This activity copies your submission

The activity of copying study includes all documents
from the original submission. The person copying
the study is now informed of the scope of the copy o oo

and the requirement to double check and revise T L S S
materials on the new submission accordingly.

You remain the principal investigator for the new submission, and it appears in your inbox.

* New submission name:

1l attachr
itod by the P! for review by the IRB.
d

Corrected a bug where only certain attachments were included in the pdf output. Now completing this
activity will include all attachments (local- and study-related).

New simplified view at the bottom of the Reviews oy raten  cawes | memms ol msbmisims s et
tab, available to IRB office staff only during the - r—— e e
review of a project where Harvard is asked to rely on

the review of another institution. T e e e,

caly kbl wilh s onal Wcnlifying inormatin (enifisbic)
PI1COI: No

mpers
Roles. Finangial Intarest E-mail

Gatny Barber Co-Investigator o ‘cbarcargnspn harvard oy

» Sita Daseription (if applicable)

RELEASE ITEMS 1.26.1 PAGE2 OF 11



What has changed... What it means... How it looks (as applicable) ...

Main Submission: Added related projects tab Related projects tab was missing. During development for this release, this was fixed where possible.
for External IRB workspace Note that some workspaces will not update until the next submission state change.

Reporting

New reports available in the Reports-Custom e Document list for export report: Additional report available to IRB staff only for use when a list of
Reports section (for IRB office staff) documents is needed for a determination letter. Please follow instructions in report summary to
generate the list.
e All Ancillary Reviews: Additional report that shows all ancillary review details for monitoring and

analysis.
Letters and Notifications
Completing the withdraw activity sends a Prior to this fix, completing the Withdraw activity sent a duplicate notice to recipients. Now only one is
single notification sent.
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Agreements-DUA Enhancements

What has changed...
SmartForm

Agreement Upload: Added instruction when a
non-faculty or staff Principal Investigator/
Agreement Manager is entered

Agreement Information: Added indication of
non-US data and possible additional policies or
regulations which may apply

Agreement Information: Added ability for
requestor to indicate the duration of data
access

Agreement Information: Added ability for
requestor to indicate if there are fees to
access the data

What it means...

Instruction about additional information displays on
the page and those that review the record can see
the status of the Principal Investigator/ Agreement
Manager.

Additional questions™ Is this expected to include
international data? And if yes, please write in the
country/ies, if known. The follow up text box allows
the person to write in country/ies of origin.

Additional question* How long would you like access
to the data (in years)? allows requestor to indicate
the number of years data access is needed.

Additional question* Do you anticipate you will have
to pay fees for the data? allows requestor to indicate
if there are known fees

How it looks (as applicable) ...

«
You Are Hore: & _ClckAgreemant

Creating New: Agreement Gowlomsmens @ Hlp

A Upload

1. Principal Investigator/Agreement Manager:

Thomas Andersan (i)

* Responsible Department:

reement
ty sponsor as an agreement
page of this form.

= B valdate 48 Compare & You Are Here: i Goo data and even belter rese
FERETE LTI Editing: DUA21-0665 (Gotmsmens Bpiny  @iep
Genera Information X
_ Agreement Information
1. * Describe the data to be shared:
DSP Addiional some caa
Infornaton

Completion
Insiructions

2.%1s this expected to include international data? @ Yes O No Clear
Write in the country/countries, if known:
Unkaown

3. * How long would you like access to the data (in years)? 100
4.* Are there any anticipated fees for the data? @ ves O No Cleal
5% Are thare anv snansored funding sources for fhis oroiect? @ Yes O

= B valdato 8o Comparo. & You Are ere: ) Good data and even beter rese.

Agreement Upload Editing: DUA21-0665 4Got forms menu Brit @rep
aton

Agreement Information

1. * Describe the data to be shared:
some data

2.%1s this expected to include international data? @ Yes O No Clear
Write in the country/countries, if known:

Unknoun
P

3. * How long would you like access to the data (in years)?| 100

-

* Are there any anticipated fees for the data? @ Yes O No Clear

. * Are there anv sponsored fundina sources for this proiect? @ Yes O

= e S ] ou ar Her: oot an v eter e

Agreement Upload Editing: DUA21-0665
0

4Gotofoms meny @Fintv  @Hep

Agreement Information

1. * Describe the data to be shared:

some dala

P

2.%1s this expected to include international data? @ Yes O No Clear
Write in the country/countries, if known:

Unknown
Z

3.+ How long would you like access to the data (in years)?| 100

4.* Are there any anticipated fees for the data? @ ves O No Clear
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What has changed...

What it means...

Additional Information: Added indication of if
Harvard or Harvard researchers will have
custody of the data

Additional question* Will the data be stored or
managed at Harvard or otherwise using Harvard
resources (e.g. physically on the premises or in

You e Hore: g Research e

Editing: DUA21-0438

Additional Information

Which institution is providing the data?

Harvard Cloud Storage)? allows for clarity regarding
appropriate terms for the agreement.

. cally on
O Yes O Mo Clear

* Will any incoming data be made avallable to non-Harvard personnel?
@ ves O o Clear

* These required questions additionally impact records which are not yet submitted or are in review.
Responses need to be filled in prior to completing the submit activity or prior to submitting changes/response during review.

Track Agreement Elements (and section for Additional tracking element of Subject to China PIPL - Agtomont Weching St ark i et eppy:
Export-controlled data (ITAR/EAR)
tracking during activation): Included the ability requirements will show in reports and Agreement O rerpapoeced dan
to track for when PIPL applies Document tab when marked by reviewer and can be O HIPAAprtecicd dia Limfed Data o2
. O HIPAA-protected data: PHI (i.e. more than a Limited Data Set)
used to ensure appropriate management. O o Apeemen
O Personally Identifiable Data (other than HIPAA/FERPA-covered)
O  Subject to DOD requirements (e.g. Covered Defense Information)
O Subject to NIST/FISMA requirements
O Subjectto GDPR
O Subject to banking/financial regulations
| O Subject to China PIPL requirements |
O None
Discard: Included optional comment on There is a new optional comment field on the .
discard activity discard activity pop up. Information written into this e s e e s
space will appear on the record history. [Comment
Vi
=a
Changed question on Submit Ancillary When completing ancillary review, the prompt “Do
Approval Activity you accept the proposed agreements?” is incorrect L L ———
for the scope of review and has been updated for all o Aiasav omer o
types of ancillary review. 2. Have you completed your review?

Mark yes if necessary information has been received/updated and the agreement can proceed
Q Yes O No Clear

3. Comments:
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What has changed... What it means...

Manage Related projects: Allow reviewers to Enhanced permissions allow reviewers to relate projects even if they are not named contacts on the
relate projects project.

Workspaces
Help Center includes Library of resources New option for in-application access to templates
and reference links to ease navigation for additional JU—— e
information. Find nformation shout using he oystem
Reporting
Status added to report by contracting party Harvard Report: Agreements by contracting party now includes the record status

Letters and Notifications

Added reference to tracked elements in Activation, expiration and lapse notices reference the location of highlighted terms (including if
system notices destruction is required). Note that the tracked items and specific terms can only be accessed on the
record Agreement Documents tab of the workspace and in the agreement/agreement amendment itself.

Updated expiration reminder subject Some expiration reminders were missing the project ID, and this is now included.
Miscellaneous
Updated document handling to not copy Fixed legacy use of a “custom extension” for document management. Documents are now more

finalized documents to the custom extension efficiently stored with the record and not duplicated on the extension.
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Data Safety Enhancements g

What has changed... What it means... How it looks (as applicable) ...
SmartForm
Data Information-details: Show instruction for  The country label “USA” is prescribed by the 3_* Data originates from the following country/countries:
selection of USA on data information application vendor and cannot be changed to [[For Unied Sites enter "UsA™ |
“United States”, so on-screen instruction is added. [ ‘
Country
There are no items to display
Data Information-details: Added option to Additional question Will all of this data be stored or
indicate that data not stored at Harvard managed at Harvard or otherwise using Harvard
resources (e.g. physically on the premises or in T ipeicany ot reetass or i Fareand Glout Sorager? G e e el o o
Harvard Cloud Storage)? allows researcher to ey it s ot sored o g o e s o Sl agreement may bereqred fone o afacy i ice
indicate if any other party will manage data. If yes,
additional instruction appears.
Data Access: Additional instruction regarding New instruction about data destruction along with a “’%,‘Cf;:;l'ZZ:LCZZ?:EJL’:??&;‘ﬂifilify"::"m’;,,mdew,m
Yes @ No Clear
destruction requirements. link for details appears with the question. T
Please reference information about data retention to address any requirements.
Workspaces
Submission Workspace: Follow on tab now Corrected bug where determination letter link was
. . . o . Fiterby ® 1D v | | Entertextto search [ o EEs
displays determination letter not visible on the Follow-On tab of the workspace. o s 2o [ommmmmi ]
Safety: Added column to "My Work List" to List allows for easier prioritization based on the — T —
indicate ancillary status (Reviewers Only) status of ancillary reviews. e
‘ @+
B e P Chame Sl Mottt Do B oo oo o [t
Help Center: Fixed minor text error on help Help text has typo on the line presenting the help Guides | Library
Center page template deSk email address and has been correCted' In addition to the guides below, access other reference materials:
(v T Offttefor theVite Provost for Research website at: https://vpr.harvard.edu/2020/06/26/re
= Visit research data website at: https:/ 1t.harvard.edu
Letters and Notifications
Added data information details to Reviewers will see three options when generating a determination letter. Each template is available for
determination letter each submission type and will include a) review notes when notes only when have been added and b)

data information details.
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What has changed... What it means... How it looks (as applicable) ...

Ancillary Review No Longer Needed notice will  Corrected a bug so assigned ancillary reviewers are notified if their review is not complete and no longer
send when record is withdrawn or discarded, needed.
or when the review is removed

Approve Submission: Correctly populate expiry When completing the approve activity, the I 1 DAT21.0057 COmB 5 » Setect commities for
date on MODCR approval expiration date should re-calculate on CR or AMCR. Amendmen| ~ ® DSty and Secuy

Clear

AMCR21-0057-01 | &

Principal Investigator: Hilt \* Last day of continuing review period: @

Specialist: Mai 12/8/2022
Primary Contact: Nicc

Admin office: Dat:

P proxies: The 4. * Approval date: @

Miscellaneous

Selecting reviewer as a recipient of a comment Addressed some elements of a bug so that the specialist is assigned as early in the creation of a record as

notice should only send to the assigned possible. This will allow for sending a notice to the single assigned reviewer/review team. There are

reviewer(s) some less frequent circumstances where a notice can send to all reviewers, but the fix addresses the
more common occurrence of the bug.
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OAIR Enhancements 2,

What it means...

What has changed...

SmartForm

Added validation to require disclosers to add
Disclosures if they indicated they had
interests/activities to disclose

Is Foreign question is required for write-in
organizations

Added Professional Services types to the
Disclosure Details page

Removed the Choose Yes instruction from the
What to Include page

Previously disclosers could indicate that they had
interests/activities to disclose on the What to
Include page and submit the certification without
adding any disclosures. Now if the discloser tries to
submit with not disclosure, they will be prompted
to update their answer to the question on the
What to Include page or add disclosures before
submitting.

When disclosers create or update a Disclosure for a
write-in organization, they will be required to
indicate whether the organization is foreign. The
possible responses are Yes, No, or Don’t Know. The
question prompt has been updated to be
consistent with other University guidance
regarding disclosing activities with foreign
organizations. Previously provided responses to the
question have been retained.

On the Disclosure Details page of the Certification
SmartForm, the Professional Services types will
display for any disclosures that include
Professional Services or Employment.

Previously instructions might display to the
discloser on the What to Include page if they
already had active disclosures on file. However,
these instructions were not always accurate and
have been removed.

How it looks (as applicable) ...

You Are Here: jig Annual Disclosure Certificatio...

Editing: DC00005505 4Gotoformsmenu fHPrintv @ Help

Could not update the Disclosure Certification due to one or more errors:

Validation Failed: You indicated that you have interests to include but did not add any. Please go back to the
Disclosure Details page and add relevant interests or go back to the What to Include page and change your
answer at the bottom of the page to No.

Assurance and Certification

= | hereby acknowledge that | have read and understand the Financial Conflicts of Interest Policy and the
Statement on Outside Activities of Holders of Academic Appointments (to the extent that it applies to me
and my role at the University), including the requirement to update this report within 30 days of a new
outside activity or acquiring a new interest.

= | affirm that the information provided is, to the best of my knowledge, true and complete and does not
misstate any facts.

= | will provide any additional information as requested.

= | agree to cooperate in the development of any needed management plan to manage, reduce, or eliminate
existing conflicts of interest or conflict of commitment related to my research, teaching and university
activities.

Organization Information

The organization you are reporting on does not already exist in the database. Please provide some information abo

1. * Organization name:

Boston Cognitive Solutions

2. Is this organization publicly traded?
QO Yes @ No Clear

3. Is this organization for profit?
QO Yes @ No Clear

4. * s this organization a foreign entity, i.e. organized outside the United States?

v
New/Modified Disclosures:
. Is Public D i Total  Last
[reWIECE Company Types Services Value  Updated Remove
Consulting
Professional | Speaking
73 ﬁ‘reg:;':u"cs Self Servicesor | engagement, invited [53,000.00 ;22/13;2’\?21 n
Employment [ lecture, or
presentation

If you have any questions about what e/se needs to be included, keep in mind the following:

= Include any relationship that relies upon the experiences and professional expertise that serve as the basis for your faculty
appointment and/or role at this institution.
= in to your faculty and

should apply a standard of common
sense — include interests that you would reasonably expect your peers to disclose and when in doubt, disclose.

= Finally, these reporting requirements are independent of whether your activities or financial interests represent a potential,
perceived, or actual conflict of interest.

* Do you have any outside professional activities and/or other relevant ini
@ Yes O No Clear This instruction has

) been removed.
0 Choose yes. You have active disclosures on file that require review and possible update. —

For reference when completing the remaining elements of this form, the information on What to Include can be accessed at any
time via the help icon in the upper right corner of the form or on the Office of the Vice Provost Research website.
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What it means...

What has changed...

Added Clarifications and Comment activities to
Summary tab of Certification workspace

Added GMAS Project ID to Awaiting
Submissions and All Certifications tabs

Added Export button to Administrative
Review, Awaiting Submission, and Under
Management tabs

Notifications

Added notification to reviewers when a
research certification is submitted

Minor updates to notifications

Clarifications requested, changes submitted, and
comments added will display on the Summary tab
of the Certification workspace in addition to the
History tab, when the Certification is in review.

The GMAS Project ID will display for research
certifications on the Awaiting Submissions and All
Certifications tab.

The contents of the any of the submissions tab can
now be exported to Excel.

When a research certification is submitted and
requires review, the reviewers for the discloser’s
school of affiliation and for the project school, if
different, will receive a notification.

How it looks (as applicable) ...

Summary Disclosures History

Your diselosures are currently Under review. If further action is required, you will be notified via emall.
B T B i e

_________

A sl o i

Clarifications and Comments

Activity Author ~ Activity Date

Clarifications Submittad 121132021 6:11 PM

I adited my disclosura for Nature.

Clarifications Requestad 12/13/2021 5:10 PM

Por e-mail sxchange, plaase sea link which will allow you to update your disclosures. You may also make changes by lagging inte the OAIR systam
‘and glicking on your Annual Disciosuro Cortficaton,

Administrative Review Awsiting Submission Under Management Plan AllCertifications Research Projects

s tab
Fineroy @ | 10 ¥ | | Entor text 1o saarch for “ A e m
First  Department  Cenffication GmAs  Date Do RevieweriOffica
° Hame: LeSUNEME  amo  Name Type status ProjectID Croated Modified Contact
o g inat s i P i B s B B e B o e st b,
v PR
Research ! X
; 1507571 [F2/3021 22273021
DGI0001557 Intated Drat ensoraT-n [F2/A1 T Q
Updato
Research JR—
5 4 . o0z 3201
DGI00N15% s Dt ensore- [F2 0 S Q
Review ting Sub Under Plan Research Projects
Submissions lsted on this tab are awaiting reviewer action.
Fiterby © 1o ) [Enertoxt o search o [ e \
First Certification Date Reviewer/Office
) Name LastName (151 Department Name {1 status e Moa oriewe
5 Annual  Administraive  12/1312021 12/1312021
DC00005501 Certification Review 1217 PM 511 PM Q
Link: Research Initiated Certification for : GmasSegment26044110

A research certification has been submitted for review. Please click on the link above to review the submission.
Note: If you do not have access to the certification, you will need to contact a reviewer for the Discloser's
school.

Discloser:

Discloser's School: Harvard Medical School [HMS]

Project Title:

Project ID: 26044110

Project School: Harvard John A. Paulson School of Engineering and Applied Sciences [SEAS]

Discloser Guest Orgs:

Wyss Institute [HMS]

This is a system notice, please do not reply.

Office of the Vice Provost for Research

e The extra spacing between the reviewer recipients’ first and last name was removed from the
Update Certification Submitted and Changes Submitted notifications.

e The text of the Reminder of Changes Requested notification now references the details of the
clarifications request on the Summary tab rather than the History tab of the Certification.
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What has changed...
Reports

Added new report with certification links

Updated reports to include new Is Foreign
guestion responses

Miscellaneous

Fixed bug related to long GMAS Project Titles

Updated link to OVPR website in the Help
Center

What it means... How it looks (as applicable) ...

Added a new report Harvard Report: Certifications in Draft with Links that includes all Certifications in
Draft status and displays a direct link for each certification.

Updated Harvard Report: All Disclosures, Harvard Report: OAIR Outside Activities for Biosketch and Other
Support to include discloser responses to the new Is Foreign question.

Previously the GMAS-OAIR approval process would fail if the GMAS project title was longer than about
240 characters. This bug was corrected.

Corrected link to the OVPR website to reflect recent website updates.
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