SHARED INVESTIGATOR PLATFORM (SIP)
SHARED

INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)

Release Notes for the Shared Investigator Platform (v1.1.1 through 2.0.3.2)

Release Notes are designed to let SIP Site and Sponsor users understand the impact of any changes and defectfixes to the
Shared Investigator Platform (SIP). All SIP training materials have been revised to reflect the new functionality and are available in
the Online Help section of the application.
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Release 2.0.3.2

Release Summary

Changes for Site Users

M3: Survey

e Survey Recipient Registration Status Report related
DB Stored Procedure changes

SIP Modules Impacted

e Survey

SIP Users Impacted
e Sponsor Users.

Release 2.0.3.1

Release Summary

Changes for Site Users

Configuration Change: Task List Report

e TaskListReportsrelated configurationchanges

SIP Modules Impacted

e Nofunctional changeson the core product SIP modules

Release 2.0.3

Release Summary

Changes for Site Users

Module 5: Training

e New CreditRequest Wizard >Select Completed
Coursesection

e All mandatory fields should befilled to enable the

Search button.

e Button names andthe process flow has been
updated to ensure consistency in requests raised

for self and others (Continue buttonis renamed to
Submit. Reset button is removed. Add Completion
Date buttonis renamed to Select Course and Add

CompletionDate)

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SIP Modules Impacted
e Training
SIP Users Impacted
e Allsite users
Training Available
Following Training materials have been updated:
M5 - Training
=  Site User Online Help — Training Section

=  Site User Job Aid (Manage Training)
= Site User FAQs (Manage Training)

Release 2.0.2.1
Release Summary

Integration: User Profile API 4.8

e Senduser profile detailsalong with their medical
license using outbound API 4.8 to member company
systems. The AP| will trigger correctly to provide the
details when medical license(s) are added / updated
or deleted by site users fromtheiruser profileinSIP

SIP Modules Impacted

Release Notes

Last Updated: v2.1 (3 Mar 2018)

e No functional changeson the core product SIP modules, however the integration API relatedto M2A:

User Profile is being updated.

SIP Users Impacted

e MCSponsor users using integration APl 4.8 to receive updated user profile information.

Release 2.0.2

Release Summary

Changes for Site Users

Module 1: Roles and Access Management

e Eliminate Zip/Postal Code Requirement from
Exostar - Some countries do not have zip/postal
codes. Thisfield was previously required for
completion of the Exostar registration process.
Zip/Postal code has now been eliminated as a
mandatory field inExostar and SIP.

e Password Reset Changein Exostar - Zip/Postal code
was being used to requesta password resetin
Exostar. Users maynow use their mobile phone to
receive a passwordreset via text.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module 2A: User Profile Module 2B: Facility Profile
e Zip/Postal codeisnolongera mandatoryinthe User ¢ Two “Save” buttons in Local Lab section of Facility
Profile—BasicDetailsscreen. arerepositioned on the screen to improve
e Generate & eSign Abbreviated CV button is enabled usa k?ility. OneSaveisfor the entire Local Lab
only after all User Profile field mandatory fields for Section, the secondSave buttonis savea new Local
the CV have been completed by the Site User. Lab added to the Facility.
e SiteUsers andtheirUser Profile Delegate cannow
previewthe CVeven if the mandatory user profile
fields are not complete.

Module 5: Document Managem ent

e Whenasiteusersearches for a sponsoruser to
whom a document related message will be sent, the
system will display sponsor users with access to the

study and study site. Thisincludes following types of
access:

o Sponsorusers assigned to the study or study site
(Type 1role)

o  Sponsor users with non-study specific/functional
access to all studies (Type 2 and Type 3 roles) for
example survey or trainingroles

SIP Modules Impacted
e Module 2A: User Profile

e Module 2B: Facility Profile
e Module 1: Roles and Access Management
e Module 5: Document Management

SIP Users Impacted
e AllSite Users

Deferred Defects

defect details for Release 2.0.2 is mentioned below

Defect Description Functional Impact Current Status Justification
e Notabletoeditbasicuser e Siteusersunableto [ e Exostarworkingon| e The basicdetailsarestoredin
profileinformation editthebasicprofile a temporary fix Exostar andcanbeupdated
detailsthatare ASAP andalong directly from Exostaradmin
stored in Exostar term fix tocomein screens
their nextrelease

Deferred Functionality

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Summary/Description

Study documents sent to sites appearto be
duplicate (cannot determinerecipients by site)

Usability Enhancements - training credit requests
and consistency across screens

Enhancement: Add columnto Review Training
CreditRequests page

Enhancement: Add Columns to Training Status
Report

Module

Document Management

Training

Training

Reports

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Low Future Release

Low Future Release
Medium Future Release
Medium Future Release
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Release 2.0.1.1

Module 8: General

e Enhanceuserexperience when the userstryto contact
helpdesk - a sponsoror site user will be ableto login to
ServiceNow tool without having to enter separate login
credentialsi.e. access the ServiceNow tool with SSO
enabled.

SIP Modules Impacted
e General

SIP Users Impacted
o All Site Users

e All Sponsor Users
Release 2.0.1

Changes for Site Users

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Module 2A: User Profile

Module 2B: Facility Profile

e Updatethespecialty LOV'sin the user profile
education sectionto show new LOV which align IR's
updated specialty LOV, Thesame LOV's alsovisible

e« Two questionsrelated to the EMR/EHR systems to
be removed as they are notfacility rel ated
guestionsandinthecurrentformtheseare

inuser advanced searchsection andgenerated CV misleading.
Module 3: User Registration
e Showthecountry specificcontact details when the
user clicks on contact us link on thehome page
SIP Modules Impacted
e User Profile module
e Facility Profile module
e General
SIP Users Impacted
e Site users
e Sponsor users
Deferred Defects
Defect Description Functional Impact Target Release Justification
Only thoseindividuals Users who do nothavestudy R2.0.2 The appropriate users alongwith some
associated to the study association and but Type 1 roles additional sponsor users areappearing.
should appear arealso shown. This is not breaking anyfunctionality and
acceptable to wait until tarset release

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Release 2.0

Changes for Site Users

Module 1: Roles & Access Management

e  Further Streamlined User Registration
e Enhanced Site User invitations

¢ Implemented newsite user roles: Head of Facility,
Head of Facility Del egate, Facility & Department
Clinical Trial Contact (Partial Implementation)

- Enhanced delegation capabilities for Site
Users

- User Profile
- FacilityProfile
- Training Credit Requests

Module 2B: Facility Profile

e Enhanced Facility and Department search
e Reducedtherisk of Facility/Department duplication

¢ Implement common Facility Search across User and
Facility Profile

e Update Facility Search to separate Facility and
Department workflows

e Reengineer Facility/Department creation workflows
e Streamlined Facility Profile content
e Improve Facility Profile roles and edit rights

e Added functionality to assign Site User to create the
detailedFacility Profile

¢ Enableexport of the Facility Profile

e Updated Facility Profile Form to improve upload of
datainto SIP

e Search Site users within a Facility to searchby name

e ImproveSite User search to allowSite usersto send
a "Facility Invitation" to other Site Users

e Revamp of IRBsectiontoinclude new IRB typesand
streamline/improve questions

e Added Registering Body and Registration Number
to IRB/ERB/Ethics Committees

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Module 2A: User Profile

e  SimplifyUser Profile navigation and improve
completion status indicators

¢ Implementability to export full User Profile
e Implementenhanced User Profile form

¢ Implement “Confirm User” Warning Message
when uploading User Profile Form

e Streamline Education section and added specialty

e Professional Experience sectionupdated focus on
Jobs held and timing (like a traditional resume)

e Streamlined Research Experience section and
applied standard MeSH Terms for Therapeutic
Area (Levels 1and 2)

e Implemented new rules to prioritize CV content
and meet 2-page guideline

e Updated CVHistory page

e PreviewCVallowed for incomplete user profile

e Reminder taskandemail to eSign CVif not
updatedin 355 days

e CVthatis generated within SIPisanabbreviated
CV notthe full profile

Module 3: Survey

e Nochangefor SiteUsers

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Last Updated: v2.1 (3 Mar 2018)

Module 2B: Facility Profile Module 3: Survey

e Standardized Therapeutic Area using two levels of

MeSH terms
Module 4: Study Enablement Module 5: Training
e Improves messagingto ensureinformation is clearly e Greater number of courses available for

linked tothe 1572 completion in SIP—including Sponsorand Study
e Supportsentry of "Review Only“|RBs at the Study Specific courses

Sitelevel ¢ Simplifiedtrainingcredit request process which
e AllowsPl/delegateto select pastyear/ historical includes a wizard

dates as start dates while assigning site staff ¢ Simplifiedway to search CourseTitles for Credit
e Allows assignment of Safety Contactand National Requests

Coordinating Investigatorroles in Study Site Staff e Asingleviewof all completed courses in SIP,

e Provides general usability enhancements to Credits Requested, Credits Rejected and Credits

improvethesite user experience Granted

Module 6&7 : Document Exchange & Safety

e Common Documents
- Allowingsite usersto access their user
profile, mutually recognized training
certificates and Facilitydocumentsinone
singleplace
e Integration forVaultSite Exchangetasksto be
displayed inSIP on Site User home page
e Email (immediate/daily/weekly digests) to be sent
to user from SIP for Vault Site Exchange Tasks
e SingleSign OnfromSIPto Site Exchange from study
documents and links in taskandemail
e Siteuser on-boarding and role managementfrom
SIP to VaultSite Exchange

e CVautopushasstudy documenttoallactive study

sites
Module 8A: Reports Module 8B: General
Enhanced Reports e Enhancespecial/foreign characters set available across

the platform (BL-552)

e SimplifiedSite User search for other Site Users within
their Facility

e  Facility/Department Contact Details
e SiteUser Registration

* TrainingStatus e Systemannouncement hyperlink enabled (BL-540)

e Implemented style guide across the application to
improve usability anda consistent user experience

- Improved system messaging and on-screen
text

- Improved user warnings

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module 8A: Reports

Changes for Sponsor Users

Module 1: Roles & Access Management

¢ New SponsorRoles-Sponsor Document
Administrator, Sponsor Training Administrator,
Safety Admin, Study View Only & Full Access View
Only

¢ Renamed of Study Manager roleto ‘Study Editand
View’

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Module 8B: General

- Ensureconsistent terminologyanduse of
acronyms

- Clarifywho/whatrolecaneditdataiftheuser
doesn’thaveaccess

e Improved Screen Designfor usability
- Consistent use of “Breadcrumbs”
- Shorter screens
- Formatting of address fields

- Align expected textsizeto fieldcharacter
length and size of fieldon screen

- Text wrapping

- Navigation —consistent buttons, wizards, new
window vs. closing existing, consistent method
for savingdata

- Sorting—Drop down lists, on screen tables,
maintain sortacross pages, across user
sessions

- Scrolling—Vertical and Horizontal
- Consistentsortof drop downlists
- Matchingoffieldsizeto field length

- Increased use of Type Ahead on longdrop
down lists
e Enhancespecial characters set available
acrosstheplatform

e Simplifiedsearch forSite Users within a
Facility

Module 2A: User Profile

Improve SSite User Pull CV functionality to allow Sponsors
to better leveragetheSIP User Profile data

Location

Program/Study

GCP Training Status
ResearchExperience

SIP Activation Date Range
CV Generated Date Range
CV Generated (Yes/No)
Facility/Department
Professional Experience
Education

Specialty

Removed unnecessary notificationto sponsors when
site user updates profile

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module 2B: Facility Profile

Significant changes to data being collected inthe
Facility Profileincluding staff language capabilities,
equipment details, investigational productandIRB
details

Improve Facility Search to allowSponsors to better
leveragethe SIP Facility Profile data

- Location
- Facility/Department

- ResearchExperience—TA, Phase,
SponsorType

- PatientPopulation

- Informed Consent Capability

- Start-Up Timeline

- IRBType

- Equipment

- Investigational Product Capabilities
- Language Capabilities

- FacilityHours

- PK/PD

Module 4: Study Enablement

Allows capture of a primary compound and multiple
compounds in the Study Workspace through
manual set-up or through CTMS integration

Allows set-up of planned countries for site
identification

Provides the ability to send compounds and
plannedcountryto the Document Management
systemfor folder setup

Enhanced Potential Investigator List Search Results
Improves Potential Investigator list functionality
Provides validations to ensure that Potential
Investigators are part of planned countries, are
registered in SIP,andhave Facilities set up at critical
points in the Site Sel ection process

Improved usability by providing a hyperlink to the
Department Profile

Alignsthesearchin Study Enablement with User
Profile and Facility Profile search enhancements
Updates the study participation invitation & study
sitecreation task messages to guide delegation of
study site maintenance

Provides a hyperlink to the user profile on thesite
staff

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Module 3: Survey

EnhanceReports

Study Feasibility Survey Response Report Excel version
- Addoptiontoinclude User/Facility Profile data

- Updatelayoutto support analysis of survey
outsideSIP

General Survey Response Report—improve usability

Module 5: Training

Provides the ability to set up sponsor andstudy-specific
training courses and course curriculums

Provides Sponsor Training Admin with the ability to
manage sponsorand study specifictraining catalogs,
certificate templates, trainingexpiration, retraining
frequency, andtrainingassignments

Provides Sponsor Training Admin with the ability to
create courseassignments at “Sponsor” level, and also by
Compound, program, study, site /role / user
Simplifiedway to create a Course Assignmentthrough a
Wizard

Ability to Grant Credits to site users without credit
approval processes andinvite unregistered site usersas a
partoftheprocess

Display of “ICHVersion” on the creditapproval screen

Provides the ability to send training data to Sponsor LMS
including MRT training courses

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module 6 & 7: Document Exchange and Safety Notifications

¢  Common Documents
Allowing sponsor users to access allsite user profile,

mutually recognized training certificates and Facility
documents of site usersinonesingle place

e EnablingSIP —VaultSite Exchangeintegrationto
manage study documents

e SingleSign OnfromSIPto Site Exchange from study
documents

e  Auto-creationof Study andStudy Sitein Vault Site
ExchangefromSIP

Module 8A: Reports Module 8B: General

EnhanceReports e Implemented style guide across the application to improve

. ) usabilityanda consistent user experience
e Facility/Department Contact Details .
- Improved system messaging and on-screen text

e SiteUser Registration
e TrainingStatus

Update Audit Trail Reports

- Improved user warnings

- Ensureconsistent terminologyanduse of

acronyms
e  StudyAuditTrail Report - Clarifywho/whatrole caneditdataiftheuser
e Training CreditRequest Audit TrailReport doesn’t have access

 Training AuditTrailReport e Improved Screen Design for usability

e User Profile Audit Trail Report
e Facility/ Department Profile Audit Trail Report

- Consistentuse of “Breadcrumbs”
d | g I - Shorter screens

User and Facility Documents Audit Trail Report . )
* ¥ P - Formatting of address fields

- Align expected textsizeto fieldcharacterlength
andsizeoffieldon screen

- Textwrapping

- Navigation —consistent buttons, wizards, new
window vs. closing existing, consistent method
for savingdata

- Sorting—Drop down lists, on screen tables,
maintain sortacross pages, across user sessions

- Scrolling—Vertical and Horizontal
- Consistentsortof drop downlists
- Matchingof fieldsizeto field length

- Increased use of Type Ahead on longdropdown
lists

e Enhancespecial characters setavailableacross the
platform

e Simplifiedsearch forSite Users within a Facility

Release Summary

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SIP Modules Impacted

SHARED INVESTIGATOR PLATFORM (SIP)

e M1: Roles and Access Management

e M2A: User Profile

e M2B: Facility Profile

e Ma3: Survey

e M4: Study Enablement

e M5: Training

e M6: Document Exchange
e M?7: Safety Notifications
e MS8A: Reports

e MS8B: General

SIP Users Impacted

e All Sponsor Users
e All Site Users

Deferred Defects

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Defect Description Functional Impact Ut Justification
Release
SumTotal Defect: As per the step, No functional impactastheuser can 2.1 This isa SumTotal product
user should click on "Close" button closethewindow instead of using issueanda ticketis already
to close the Completion Document the close button. raised with productionteam
window. However, that did not work (SumTotal). No timelines
fortheuser. received from SumTotal yet.
Platform notificationis notreceived | The Users willnotreceive 2.1 This notification issue will be
when Study Editand View userison- | notificationfor onboarding or study addressed by enhancing APl in
boarded or associated with Study association. The associationwillbe R2.1
association through API. reflectedin SIPaswellassource
system.Thereis no other impact.
SumTotal Defect: Print, exportand No functional impactastheuser can 2.1 This isa SumTotal product
Closebuttons arenotworkinginthe | closethewindow instead of using issueanda ticketisalready
Certificate when user clicks on the the close button. User is unableto raised with productionteam
Document presentinthe Completed | printtherecordinto PDFFormat, (SumTotal). No timelines
Trainingtab (Both in Chromeand whichis of mediumrisk buttheuser received from SumTotal yet.
IE11 browser). can physically printa copytoa
printer
Veeva Defect: User is notableto E-signature workflow inVault Site 2.1 E-signature workflow inVeeva

eSign thedocuments in Veeva

Exchange cannot be accomplished

isindependentlyhandledin
VaultwithoutSIP
involvement, justlikeall the
other document exchange
workflows.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Release Notes

Last Updated: v2.1 (3 Mar 2018)

Defect Description Functional Impact R-’rea;;%zte Justification

Veeva Defect: 30-minSessionTime- | User will see VaultSite Exchange Future This isa Veeva issue (site

out time out page when his/hersession Release exchangefix) that would be
times outin VaultSite Exchange fixed 17R2 or 17R3 release of

Veeva

Training Type Filter Doesn't Work The filter works normal, exceptin the R2.1 This willbeaddressedin R2.1
casewhere APl dataissentto SIP. No with other changes in Training
changeto requirements

Requirement Field Due Date Field API-specificdefect: Requirement R2.0.1 This is specific to API

Not Populating when receiving data Field, Due Datefield. No changeto integrationof one MC, and

fromIS requirements. Asite user won’tbe they agreed towaitfor 2
abletoseetheduedateofthe weeks
training they have been assigned

Study Workspaces created by the If either of the dates arenot R2.0.1 This willbeaddressin

integrations can’thavetheir providedfromthe APl then user immediate patchbeforethe

milestonedates or theirenrollment | cannoteditthedatesusingSIPUI. Integrations are used by

counts updated in the Ul Sponsors

Copy Question Error Persists When copying a question to a new R2.1 This willbeaddressedin R2.1
survey if theselected survey is blank with other changes in Survey
anerrorisshown. User canclosethe
window andrestart.

Requirementfield valueis not When requirement field is R2.0.2 Editbutton beforea course

updated after editing course updated/edited from Required to assignmentis notworking.

assignment recommend or viceversathe The workaround for thisis the
changesarenotsaved. Editfunctionality after the

courseassignmentis created

Wrong completiondateappearsin AP|-specific defect: Completion Date. R2.0.2 APl issuefor one MC. Dateis

sip after launching a Trifecta course No changeto requirements. Asite beingreceivedcorrectly to
user wouldseea discrepancyin the SIP.Itis anissueinthe
completed date after completinga display,andhenceisbeing
course deferred

Potential Investigator list does not Data inthesystemis correctbutthe R2.0.1 This willbeaddressedin

match whatisinSIP reportis notshowingtherightdata. R2.0.1

SiteIDis showingasrequired for Pre- | SIP behavioris as expected except R2.0.2 Minor fixrequired to ensure

study invite for a validation messageis being thatuserisnotgiven
displayed to the user even though validation message for an
field is optional. Thiswill be optionalfield.
corrected inthe next patch release

Survey create from previous The summary only shows the R2.1 This willbeaddressedin R2.1
questionsandnottheresponse with other changes in Survey
optionsandtheuser can usethe
preview option that shows the

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Release Notes

Last Updated: v2.1 (3 Mar 2018)

sections, questions along with the
response options
Changes youmade maynotbesaved | User gets a wrong message that Future As inthedatabase, no actual
dialogue box even though no there were changes made when the Release changes were made, this can
changes made user didn't makeanychanges be addressed ina future
release
Changes youmade maynotbesaved | User gets a wrong message that R2.1 This willbeaddressedin R2.1
appearing when making changes there were changes made when the with other changes in Reports
user didn't makeanychanges
StyleGuide-PDFIconin Blue Minor color standardization not R2.1 This willbeaddressedin R2.1
present. No functionalityimpacted. with other changes in the
screens
Deferred Functionality
Summary/Description Module Severity Proposed Release

The system shall assignthe Document Type
'Site and Staff Qualification Supporting

Information'to all documents uploaded in

'Profile Attachments' section.

This requirement would be made available
when profile attachments are being passed

onto documentma nagementsystemas

study documents.

Training Available

Module 2A: User Profile Low

Future Release

Following Training materials have been updated:

M1 - Roles and Access Management

e  Site User Online Help - Registration and Introductory
Sections

. Site User Orientation Guide

. Site User Job Aid (User Registration)

. Site User Job Aid (Password Management)

e  Sponsor User Online Help -Introductory Sections

. User Registration and Password Management FAQs
. Sponsor User Orientation Guide

° User Registration and Password Management FAQs
. Manage OTP Job Aid

M2B - Facility Profile
e  Site User Online Help - Facility Profile

M2A - User Profile

Site User Online Help - User Profile

Site User Job Aid (Manage User Profile)

Site User Demo - Create User Profile

Site User Demo - Delegate Completion of User Profile
Site User Demo - Generate CV

Sponsor User Online Help - User Profile

Site User FAQs - User Profile

M3- Survey

Site User Online Help - Surveys

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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e  Site UserJob Aid (Manage Facility Profile)

e  Site User Demo -Search for a Facility

e  Site User Demo -Create Facility/Department Profile
e  Sponsor User Online Help - Facility Profile

e  Site User/sponsor User FAQs - Facility Profile

M4-_ Study Enablement
. Site User Online Help - Study Workspace
e  Site UserJob Aid (Manage Study Workspace)

. Sponsor User Online Help - Study Workspace

. Sponsor User Job Aid (Manage Potential InvestigatorList)
e  Sponsor UserJob Aid (Manage Study Workspace)

° Sponsor User Demo - Create Study Workspace

. Sponsor User Demo - Create Potential Investigator List

. Sponsor User WBT - Study Workspace

. Study Workspace/Study Site FAQs

M6- Document Exchange

. Site User Online Help - Documents

. Site User Job Aid (Manage Documents)

e  Sponsor User Online Help -Documents

e  Sponsor UserJob Aid (Manage Documents)

e  Sponsor User Demo -Upload a Document

o Sponsor User Demo -Search and Access a Document
. Sponsor User Demo - Document Exchange Actions

. Sponsor User WBT - Document Exchange

° Documents FAQs

Release Notes

Last Updated: v2.1 (3 Mar 2018)
Site User Job Aid (Manage Surveys)

Sponsor User Online Help - Surveys

Sponsor User Job Aid (Surveys: All Sponsor Users)
Sponsor User Job Aid (Survey Creator)

Sponsor User Job Aid (Survey Reviewer)

Sponsor User Job Aid (Survey Response Manager)
Sponsor User Demo -Create a Survey

Sponsor User Demo - Design a Survey

Sponsor User Demo -Survey Review

Sponsor User Demo - Review a Survey Response

Feasibility Surveys FAQs and Sponsor User Surveys FAQs

M5- Training

Site User Online Help - Training

Site User Job Aid (Manage Training)

Sponsor User Online Help - Training

Sponsor User Job Aid (Manage Training)
Sponsor User Demo - Assign a Training Course

Sponsor User Demo - Edit or Delete an Assigned Training
Course

Sponsor User Demo -View Training Completion Status
Sponsor User Demo - Manage Training Credit Requests
Sponsor User Demo - Grant Credit

Sponsor User Demo - Upload Training Course

Sponsor User WBT - Training

Training FAQs

M8- Reports and General

Site User Online Help - Reports
Sponsor User Online Help - Reports
Sponsor User Job Aid (Reports)
Reports FAQs

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Release 1.4.3.0

Changes for Sponsor and Site Users

Release Summary

Module 4: Facility Profile

Wrong information being shown in|P sectionifa
Facility

When a user looks at Investigational Product (IP)
section of a Facility which has certain information and
goes back to the same section of another Facility which
has no information, theinformation of the of IP section
fromthefirst Facility is being be shownto the second
Facility. This has caused misrepresentation of the
informationto theend users

By fixing this defect, users willbe able to view the
accurateinformationof a Facility. If a certain Facility
does nothaveany information inlP section, then user
will notbeableto view any details in that section while|
toggling between thefacilities.

SIP Modules Impacted

e  Facility

SIP Users Impacted

e  Sponsor users

° Site Users

Deferred Defects

None

Deferred Functionality

None

Training Available
. NA

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)

Release 1.4.0.2

Changes for Site Users

Release Summary

Module 4: Facility Profile

e ViewofattachmentsinFacility sections

e FacilityProfile Attachments of a specific Facility are visible to
other facilities [with no attachments] by a sponsor user. This
issuewill occur if a sponsor/site user opens a Facility details
screen thathas attachment(s) and later user goes back to
Facilitylistand view another Facility whichhas no attachment,
then the attachment(s) of the previous Facility will be visible
fromattachmentsectionof secondFacility as well. However,
if both the Facilities have attachment(s), then the facilities will
be viewed with correct set of attachment(s).

By fixing this defect, site users willbe able to view the correct set of
documentas uploaded during Facility profile completion. If a certain
Facilitydoes not have any document attached then user will not be
ableto view any documentfor the Facility

Changes for Sponsor Users

Release Summary

Module 3: Survey

Sharing cross sponsorinformationin survey recipient list:

e Whenasamesiteuserisaddedasa survey recipient by more
than one sponsor organizations for different surveys, cross
sponsorinformation is shared in Survey recipient list (Added
BY field)

e Byfixingthis defect, eachsponsororganization users will be
abletoviewthecorrectdetailsinthe ‘Added By’ field and will
notseedetails of sponsor users from another organization.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module 4: Facility Profile

¢ ViewofattachmentsinFacility sections

Facility Profile Attachments of a specific Facility are visible to other
facilities [with no attachments] by a sponsor user. This issue will
occur if asponsor/site user opens a Facility details screen that has
attachment(s) and later user goes back to Facility listandview
another Facility which has no attachment, then the attachment(s) of|
the previous Facility will be visible from attachment section of
second Facilityas well. However, if both the Facilities have
attachment(s), then the facilities will be viewed with correct set of
attachment(s).

By fixing this defect, Sponsorusers will be able to view the correct
set of documentas uploaded duringFacility profile completion. If a
certainFacility does not have anydocument attached then userwill
not be ableto view any document for the Facility

SIP Modules Impacted

e Survey

e Facility
SIP Users Impacted

e Sponsor users

e Site Users
Deferred Defects
None
Deferred Functionality
None
Training Available

e NA

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Release Notes
Last Updated: v2.1 (3 Mar 2018)
Release 1.4.0.1

Changes for Site Users

Release Summary

Module 4: Study Enablement

The followingissue has been fixed:

e WhenaPlhasadded a siteuserasa sitestaffwith a future
date, and when theadded site user successfully logs on to SIP
prior tothefuture date, he/she gets a technical errordueto
which the mainnavigationbarisunavailablei.e. major
functionality is not available.

e Bytheresultofthefix,theuser willbeableto access the main
navigationbarwithout thetechnical error, even if they logon
to SIP prior to thefutureallocationdate

SIP Modules Impacted
e Study Enablement
SIP Users Impacted
e Site users who are associated as a site staff with a future date
Deferred Defects
None
Deferred Functionality
None
Training Available
Following Training materials have been updated

° Site User Job Aid

. Online Help

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Release 1.4

Changes for Site Users

Release Summary

Module 2: User and Facility Profiles

e Facilityworkflow has been simplified. If a user searched for
Facilities and the search results yielded no existing Facility,
the Useris now provided witha button to createa new
Facility.

e Usability improvements were madeto ensurethatusers
cannotleavethe User Profile—Research Experienceand
Medical Education sections without saving their data.

Changes for Sponsor Users Release Summary

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Module 2: User and Facility Profiles

Module 4: Study Enablement

e SiteandSponsorUsers can now downloadandview
training completion certificates from the User Profile.

When a Sponsor User searches for a Potential
Investigator the searchresults have been enhanced to
includetheaddress and city of the Facility to the
SponsorUser canchoose the appropriate location for
the Study.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module 5: Training

to the new Training Credit Approver

being “Assigned By” the actual requester.

e Whena SponsorUser is assigned as Training Credit Approver, all
the pending tasks (including Training Credit Requests) are assigned

e Anypendingtaskssenttoa Training Credit Approverwill showas

SIP Modules Impacted
e User Profile
e Facility Profile
e Study Enablement
e Training
SIP Users Impacted
e Sponsor Users—Survey Creators, Credit Approver
e AllSite users.
Deferred Defects
None
Deferred Functionality
None

Training Available
Following Training materials have been updated

e Create Potential Investigator List Demo
e Sponsor UserJob Aid — Manage PI List

e Sponsor User Online Help

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)

Release 1.3

Changes for Site Users

Release Summary

Module 1: Registration and General Module 2: User and Facility Profiles
o Simplified Registration Process: New Site Users will e User Profile Navigation: Cancel and Reset buttons have been
receive nottwo, butone email containinganaccount removed from all sections of the User Profile
activationlink and provide accessimmediately o Delegated User Profiles: The Delegate can now submita training
- Automated access to SIP for existing Exostar creditrequest on behalf of the User Profile Owner and Improve
users without help desk involvement Delegator approvalworkflow
- Nodelayinaccessto SIP for both newand e SiteUser CV:Improved CVtemplate
existing Exostarusers e Accepting/Rejecting Changes Made by Delegate
e SiteUser Orientation: New Site Users no longer need to e Education Details: Education Details and Medical Education are
complete a web-basedtrainingin order to access SIP for now separate sections withinthe User Profile
the firsttime. They canviewtheSite User OrientationPDH | «  Attachments:Instead of the section Attachments, two sections
and provideanacknowledgment. — Profile Attachments and Publications & Presentations—are
e Improved Usability of Drop-down Lists: Long drop-down included
lists (i.e. drop-downlists with substantially |large numbers e CV History: Delegates can now view the CV History and CV
of items) are now provided with a type-ahead feature to download history of the User Profile Owner
improve usability. Examples include Country, e FacilityProfile:Itis no longer requiredto enter the central IRB
State/Province/Region, Course Title, TimeZone, and informationin the Facility Profile
Thera peutl'cAr'ea. ) ] e  FacilityProfile Navigation: Onlythe following navigation buttons
+  User DeactivationProcess: This process continues to be areretainedin thevarious sections of the Facility Profile —
managed by the SIP Administrator, but has been Previous Section. Next Section. andSave
documentedinanSOP . ' . - s
e  Facility/Department Profile Editability: Facility/Department
*  Cross-Study Sponsor Roles: Sponsorroles havebeen Profile will remain editable even after creation/update
updated to allow Personnel who have cross-study
responsibilities with more applicable access to the
application

Module 3: Surveys

e Survey Recipient List: An additional column, “Reference
Code”,is added to the Survey Recipient List, to allow
SponsorUsersto capture notes andassign Survey
Recipientstotiers

SIP Module Impacted
e Rolesand Access Management

e User and Facility Profiles

e Surveys

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SIP Users Impacted
e All Sponsor and Site users.

Deferred Defects

SHARED INVESTIGATOR PLATFORM (SIP)

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Defect Description

Functional Impact

Current Status

Justification

Reference code hyperlinknot enabled.

Study Enablement

R2.x

Discussed and agreed with Member
Companies thatthe defect will be
addressed as part of future rel ease.

supportdochad been used elsewhere.

In Medical License uploadsection, canthe | User Profile R2.x Discussed and agreed with Member

systemguidethesiteuserto providea Management Companiesthatthe defect will be

unique nameto their uploaded medical addressed as part of futurerelease.

license PDF documentasits possible two

peoplehavesaveditto their local with

samename

As per the step, user shouldclickon Training R2.x Discussed and agreed with Member

"Close" button to close the Completion Companies thatthe defect will be

Document window. However, that did not addressed as part of future rel ease.

work for theuser.

Phonenumberin IPShipping screen does Facility Profile R2.x Discussed and agreed with Member

notaccept'-'s or '+ (only numeric). Management Companiesthatthe defect will be
addressed as part of future rel ease.

Systemwould notallow meto createa User Profile R2.x Discussed and agreed with Member

Medical License record because the Management Companiesthatthe defect will be

addressed as part of futurerelease.
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Last Updated: v2.1 (3 Mar 2018)

Deferred Functionality

Summary/ Description Module Severity  Proposed
Release

Observation- While completing site user profile, whenever user  User Profile 2-Medium R2.x

goes to the nextsection, thescreen justscrolls up to the top Management

instead of theexactsection area. Thisshouldbetakenasan
enhancementasthisis nota gooduserexperience.

Observation-Thetasks thattraining creditapproverreceives for ~ Training 2-Medium R2.x
approval has theirown nameonit.In ourcase, user Peggy

Barnetthas therole of TrainingCourse Assignerand Training

Credit Approverinthesystem. In her Tasks, she sees tasks where

creditrequests came from her but she never requested those.

Exostar email content - Reference to SMS textis notapplicable Access 1-Low R2.x
until 3.3.4-remove content Provisioning

Unableto createa facility from User Profile - After searchingfor  User Profile 4-Critical / R2.x
a facilityto associate with, a no results/create facility should Management Emergency

appear

Same person cannot be both Site Contactfor CTs orFPM -Same  FacilityProfile 4-Critical / R2.x
person cannot be both Site Contactfor CTs or FPM: Bl: Thiscould Management Emergency
be the person.

Questions arestill required if Central IRBis checked - See Facility Profile 4-Critical / R2.x
screenshot, but 4 questions shouldstill be available for facilities Management Emergency
thathave'central' IRB checked. Bl: thes e questions are still

needed regardless, current users have these questions

answered, removing them and bringing them back could impact

currentdatainFacilities

2 questionsshouldremainiflabis answered no - IATATraining FacilityProfile 2-Medium R2.x
and attachment questions for labshould still be displayed BI: Management

Handling specimens are applicable regardlessifa local or central

labisbeingused.

Missing message to "Create New Facility" - When creating a Facility Profile 2-Medium R2.x
facility and performing asearchto verifythe currentfacility does Management
notexist, thereis no option to create a new facilityfrom this

screen.
User does notseeall required fields of IRB section- Usability— I FacilityProfile 2-Medium R2.x
chosethe “Central actingas alLocal” option completed the Management

required fields and then clicked saved and the checkmarknever
appearedbecause the IRB/ERB Ethics Committeeis collapsed
andthereis noindicationthattherearerequiredfieldsinthat
section

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Summary/ Description

Studies arenotlisted inanyparticular order - Managing study
news and links (the dropdownfor finding the targeted study to
postnews and linksisto sortin any particular order).

A study manager canpost news/links to all studies regardless of
assignment - a Study Manager should only have the ability to
poststudy news andlinks for studies as assigned as a Study
Manager

Study News linkleads to a blank page - Study News linkis
hyperlinked butleadsto a blank page

Additional information needs to be displayed inthe Potential
Investigator List - When searching for a Potential Investigator,
thereis notenough dataintheresults to adequatelyselect the
correctinvestigator. Afuturerequirementshould beto alsolist
the street, and city forthe Facility

Pl unableto editSystems Access - When Study Site Creation
occurs, Pl isunable to edit the System Access fiel ds. This same
behavior occurs via study site creation in SIP and StudySite
creation viaintegration

Ref Codetext field when opened is not dismissed when youleave
the screen, e.g.,addinga new user, thechildwindow is still
open. - You mustnavigate back to the window andeither cancel
or add textor press cancel and/oradd testandsave.

Researchsortorder- Entered phase 1 first, butthelistorder sort
seems random.

Spacing and Grammar - spacing between phase. For; usually do
notstarta sentence with a preposition.

Total Clinical Research Experience - List order seems random

Word wrapping inPDF - additional fields need to be reviewed for
word wrappingissues

Consider rewording the Del egate message when pressing save -
add clarificationto the Delegate that the saved changes are
viewable when they have completed and submitted the CV back
to thedelegator. PressingSave and viewing the profile fromthe
delegator account did not show the saved changes.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module

Study
Enablement

Study
Enablement

Study
Enablement

Study
Enablement

Study
Enablement

Site Feasibility

Survey
Management

User Profile
Management

User Profile
Management

User Profile
Management

User Profile
Management

User Profile
Management

Last Updated: v2.1 (3 Mar 2018)

Severity

1-Low

1-Low

1-Low

2-Medium

2-Medium

2-Medium

1-Low
1-Low
1-Low
4-Critical /

Emergency

1-Low

Release Notes

Proposed
Release

R2.x

R2.x

R2.x

R2.x

R2.x

R2.x

R2.x

R2.x

R2.x

R2.x

R2.x
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SHARED

SHARED INVESTIGATOR PLATFORM (SIP)

INVESTIGATOR
PLATFORM

Summary/ Description

Delegator can still edit their profile after delegatingtheir profile;
changesarelost once the Delegate submits the profiles changes
backtothedelegator forapproval. - record locking

The delegator completed their CV (generated) butthetask did
notcomplete. - task management

Observation- User suggests thatit will be a better experienceif
the fontfor the message can bemade larger and in boldon the
screen thatsite usergets after logging out fromthe system.

"Clickhereto complete logout fromyourapplication".

Stateis not carried over - Entered state of MN for 1st registration
inVal2,statedid not carryover inVall when registering

Special Characters (apostrophe) in User profile - When a delegate
was completing the profilefor a Pl,andenteringthedata in the
publications and Presentations section, the apostrophe, was not
valid input for thelocation of the presentation.

Unabletoretrievea training certificate fromthe user profile - As
a sponsoruserinthe Study Managerrole, | navigated to the
profile of LisaBarnes. When navigating to the GCP Training area,
thereis nowaytolink to thetrainingcertificate attachment (no
button, link, etc.).

Research Experience not getting saved after delegate submits
changes - When user clicks on submit changes there was no
promptto savethe data before proceeding...

Option A-Prompt message

Option B - Saveimplicit

Medical education Del egate updates lost for delegator - When
the user removes the document Option A - Prompt message
Option B -Saveimplicit

Training Available
Following Training materials have been updated

e Facility Profile Job Aid for Site User
e User Profile Job Aid for Site User
e Site User Online Help

e Sponsor User Online Help

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Module

User Profile
Management

User Profile
Management

User Profile
Management

Access
Provisioning

User Profile
Management

User Profile
Management

User Profile
Management

User Profile
Management

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Severity

4-Critical /
Emergency

3-High

1-Low

4-Critical /
Emergency

2-Medium

4-Critical /
Emergency

3-High

3-High

Proposed
Release

R2.x

R2.x

R2.x

Exostar Release3.3.4

R2.x

Immediate Release

Immediate Release

Immediate Release

Page 6 of 40



mailto:SIPhelp@Cognizant.com
https://www.sharedinvestigator.com/sipwsstatic/documents/SIP-Help-Desk.pdf

SHARED INVESTIGATOR PLATFORM (SIP)
SHARED

INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)
e User RegistrationJob Aid for Site User
e Survey CreatorJob Aid for Sponsor User
e Create User Profile Demo
e Delegate Completion of User Profile Demo
e Edit Your Facility/Department Demo
e GenerateCV Demo
e Create Facility Profile Demo
e Study Workspace WBT
e Create Potential Investigator List Demo
e Manage Pl List Job Aid for Sponsor User

e Manage ReportsJob Aid for Sponsor User

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SHARED INVESTIGATOR PLATFORM (SIP)

SHARED
INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)
Release 1.2

Changes for All Users
Note: An earlier version of the Release Notes erroneously identified Release 1.2 as Release 1.1.4.

Release Summary

In eSignature report, another column is added to include eSignature timestamp

Debarment Statement is removed from the list of document types that the Sponsor User can send to the

Site User.

The system has been fixed to ensure that Local Labinformation is saving and the statusindicator will not

change until eachrequired field is populated

Fix is being provided to ensure that the data entered by User in the Facility Profile is correctly reflectedin

Sponsor View and Export of the facility Profile
Facility/Department will be created in Active status. Draft status has been removed.

Fix made to ensure that all tasks forwarded by email are received by user recipient.

SIP Site User Modules Impacted

User and Facility Profile
Study Enablement

Documents

SIP Sponsor User Modules Impacted

Reports

Documents

SIP Users Impacted

All Site & Sponsor users

Deferred Defects

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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INVESTIGATOR
PLATFORM

SHARED INVESTIGATOR PLATFORM (SIP)

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Defect Description

Functional
Impact

Current Status

Justification

When the user requests associationto Study-
Site & the requestis accepted & the user tries
to seethe notification ifthe user has access to
thatparticular studysite, a new page opened
andanerrorappeared that stated:
jsp.error.message-errorcode-Unknown_Code.

Intermittent
issue. ltworked
finethesecond
time.

Deferred for R2.X
release

Sincethis happensintermittently, it
will be monitored to seeifa fixis
needed in thereleasestated.

Whilefacility site user tries to create duplicate
and draft Facility the table header for
State/Province/Region listed. Result (State)
does notappear

Intermittent
issue. ltworked
finethesecond
time.

Deferred for R2.X
release

Sincethis happensintermittently, it
will be monitored toseeifa fixis
needed in thereleasestated.

MRT trainingis completed & expecting
expiration reminder notification -

Expired training notificationwas missinginSIP
althoughearlier stepsin the script confirmed
thatemail notifications leading up to
expiration and after expiration were received
by site. Scriptdid notask fortester to check
for site user notification inSIP (bellicon), but
emails werereceived by site useras expected.
Pleasealso confirm thatthe SIP notification
under the bell icon shouldalso displayed to
the siteuser.

Low functional
impactasuser
isableto
proceed with
next steps

Deferred for R2.X
release

Issue dueto synchronization of time
between Services and LMS servers.
This shouldnotoccurin production
sinceservertimes aresynchronized.
Even if this occursthisisminorin
natureas itaffects only sponsor user
MRT

MRT training is completed & expecting
expiration reminder notification -

Email notification to sponsor aftersite GCP
training expiration was not received.

Low functional
impactasuser
isableto
proceed with
nextsteps

Deferred for R2.X
release

Issue dueto synchronization of time
between Services and LMS servers.
This shouldnotoccurin production
sinceservertimes aresynchronized.
Even if this occursthisisminorin
natureas itaffects only sponsoruser
MRT

User trying to Create Facility by Online Option
the Drop Down Menu Scroll Bar for country
needs to be fixed

Minor Ul issue

Deferred for R2.X
release

Willbeanalyzed to seeif thiscanbe
madeintuitiveto theuser.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
©2018 Cognizant Technology Solutions U.S. Comporation. All rights reserved.
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INVESTIGATOR
PLATFORM

SHARED INVESTIGATOR PLATFORM (SIP)

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Defect Description

Functional
Impact

Current Status

Justification

Training sponsor userandsite administrator
views training status report -

Two training credit requests were submitted
and Sync and Generate button was used to
generatea report of mostcurrenttraining
information. Thecreditrequests just
submitted were missing fromthereport.
Aboutan hour later, the Sync and Generate
button was clicked again to confirm system
behavior and on this try, system did display
the requests forcreditas expected. Inorder
to confirmthatthefeature was working
correctly, the steps for submitted new credit
requestand then immediately using Generate
andthen Sync and Generateto view reports
were repeated. On thisthirdtry, the system
was observed behaving as expected, i.e. after
the newrequest was submitted with
completion date 04-Nov-2016, it was not
reflected on thereport when Generate button
was used and itwas displayedon thereport
when Sync and Generate was used.

Minor aswork
around exists of
notselecting
the study site

Deferred for R2.X | Sync and Generate works when study
release siteis notselected.

Will befixed inthe nextrelease.

Deferred Functionality

¢ No functionality planned for Release 1.2 has been deferred to a later release

Training Available

The SIP Help menu contains the links to the following Documentationon SIP.

e WebHelp —Interactive and browser-based Online Help containing conceptual information as well as step-by-

step guidance on tasks you can perform in SIP.

¢ Job Aids —Printable documents containing step-by-step instructions on performing important tasks in SIP

e The following Training Materialsare available to help impacted users:

Training

Description

OnlineHelp The following sections have been updated:

Site User Online Help, Job Aids, Demos
Sponsor User Online Help, Job Aids, Demos

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
©2018 Cognizant Technology Solutions U.S. Comporation. All rights reserved.
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INVESTIGATOR
PLATFORM

Web Based Trainings

SHARED INVESTIGATOR PLATFORM (SIP)

The following WBTs have been updated:

e Document Exchange WBT

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Demos

Site User Demos

e Delegating Completionof User Profile
e CreateUser Profile

e GenerateCV

e Searchfor a Facility

e EditYour Facilityor Department

e CreateFacility or Department

e SponsorUser Demos

e DocumentExchangeActions

e SearchandAccess

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SHARED INVESTIGATOR PLATFORM (SIP)

SHARED
INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)
Release 1.1.3

Changes for Site Users
Release Summary

e The first time Login information for the newly Registeredsite users has been updated - Newly registered

users will receive a single email with the Account activation details

e Users will be reminded via email on 30th, 60th and 180th day of registration if the first time login is
incomplete

e Login screen has been updated to accept Login ID first and then password in two successive pages

e First Time Login screens have been modified — users will be redirected to the password set screen on clicking

the activation link received via email

e Users can request the SIP Helpdesk for Resending the Activation Email in case they have not received or
have misplaced the same. Service Provider Administrator can resend the Activation Emailand Reset the
password for the Site Users

e Site users will be notified in the registered email in case the SIP account is locked

e State/Province field updated with List of values containing state code

e Field Lengths extended for First Name, Last Name, Middle Name, Phone, Fax, Zip Code, Street Address 1,
Street Address 2, Email, Job Title, City

e Users will receive proper error message on providing wrong credentials in Esign login screen

SIP Modules Impacted
e User Login module
e User Profile module

SIP Users Impacted

e All Site users

Deferred Defects

Deferred defect details for Release 1.1.3 is mentioned below.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SHARED INVESTIGATOR PLATFORM (SIP)

Release Notes

SHARED
INVESTIGATOR
PLATFORM
Last Updated: v2.1 (3 Mar 2018)
— Functional e
Description Im pact Current Status Justification

Missing contentinthe second
email providing the SIP user with
invitationcodeto activateaccount,
incasetheinitialemail was
misplaced/not received. Missing
Content:

"NOTE: It may take up to 5 minutes
foryourapplicationaccess to be
active. If you cannotaccess the
application right away, please wait
for5 minutes and re-attempt
access.

Please bookmark the following URL
foraccessing Shared Investigator
Platform after account activation:
https.//sharedinvestigator.com/”

The siteusers
requesting for
resending the
activation Email will
notreceivethe
missing content

The defectis not
getting fixed in the
currentrelease.

This defect to be fixed priorto
the Usability Patch Release Dec
2016.The Help-Desk procedure
currentlyinuseis being updated
to includea step thatthe User is
to beadvised as follows:

a.ltmaytakeup to 5 minutes
for your application access to be
active. If you cannotaccess the
applicationright away, please
waitfor 5 minutesand re-
attemptaccess.

b. BookmarkSIP URL.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SHARED INVESTIGATOR PLATFORM (SIP)

SHARED
INVESTIGATOR Release Notes
PLATFORM

Last Updated: v2.1 (3 Mar 2018)

Deferred Functionality
e No updates to functionality planned for Release 1.1.3 has been deferredto a later release

Training Available

e The Online Help in SIP for Site Users and Sponsor Users have been updated to reflect changes made in this

Release

e The following Training Materialsare available to help impacted users:

Training Description
User Registration Job Aidfor Site Users All thesections have been updated
Online Help forSite Users The following sections have been updated:

e SiteUser Orientation

e SiteUser User Profile

e SiteUser Facility Profile

s SiteUser Study Workspace

Online Help forSponsor Users The following sections have been updated:

e SponsorUser Reports
e SponsorUser Documents Exchange

SiteUser

FAQ's on User Registration for Site Users | The following sections have been updated:

e Howto Register

e Access Issues after Registration

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SHARED
INVESTIGATOR Release Notes
PLATFORM
Last Updated: v2.1 (3 Mar 2018)
Release 1.1.2

Changes for All Users
Release Summary

e SIP users cannow connect successfully from a desktop or laptop using Safari version 7 or above, including
Safari 10.
SIP Modules Impacted
e User Login module
SIP Users Impacted
e All Sponsor and Site users
Deferred Defects
o No defects identified during Release 1.1.2 have been deferredto later releases.
Deferred Functionality
¢ No updates to functionality planned for Release 1.1.2 has been deferredto a later release.
Training Available

e No changes wererequired toany Training Materials.

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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SHARED INVESTIGATOR PLATFORM (SIP)

INVESTIGATOR
PLATFORM

Release 1.1.1

Changes for Site Users

Last Updated: v2.1 (3 Mar 2018)

Note: v1.1.1was a patchon top of thevl.1 software release. V1.1 was never formally installed to the Production environment.

Module 1: Registration and General

e Site User Invitations: Inorderto registerin§
a siteusermustreceivean invitationfroma
Sponsoror anotherSite User at their facility

e DataConsent: Data Consentis now directly
displayed on the Terms and Polices screen.

Module 3: Surveys

e SurveyDelegation: Improved delegation of
surveys, sections of surveys, and questions to

Module 4: Study Workspace

Module 2: User and Facility Profiles

e User Profile: Add additional contact
information,24-hour numberinadditionto the
main/daytime number

e Site User CV: Preview your CVbefore
generatingande-signingit. The blank sections
inthe User profilewill notappear in the
preview or generated CV.

¢ Most Recent Research Experience: All “Most
Recent Research Experience” entered and
saved will bevisible tothe Site Users

e Facility Profile Manager (FPM):

- All active Facility Profiles must have atleast one
Primary FPM, so thattheSitecan always edit
the FacilityandUsers areable to associateto it

- APrimary FPMcannot remove himself/herself
without assigning theroleto another Site User
- For existingFacility Profiles thatare orphaned

(i.e.donothavea Primary FPM), the next FPM is
assigned asthePrimary FPM

- On-screen hel pmessages and navigation tips are
added to clarifythe process for Site Users

¢ DepartmentProfiles: Set up departments
under a facility and maintain a department
profile whichcan bere-used across SIP
Sponsors andstudies

e Attachmentsin Facility Profile: Attach non-
study specificdocuments in the IRB/ERB/EC,
Local Lab, and Controlled Substances sections

Lol C

Hl T e LD L:l

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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e Registration invites to unregistered Users: Send
SIP registrationinvitations when assigning site
staffto a Study

e Sponsor Contacts: View Sponsor Contacts fora
Study

e Favorite Studies: Createa list of Favorite
Studies for easier navigation. Change a facility

Module 5: Training

¢ Request for Credit: Editan alreadysubmitted
creditrequest for mutuallyrecognized training
courses

e Training notifications: Receive notifications

awihantraininaic avnivad avaviaediin

Module 6: Document Management

¢ Document Title: Find documents easier with
more descriptive System- generated document
titles andnew columns added to search results

e Document Personnel Name: Associate s pecific
documents to site personnel

e Document Reminder Frequency: Setup
remindersforoverdue documents

Module 5: Reports

e Facility/Department Report: Generate a
Facility/Department report used by Facility
Profile Managers to departments set up under a
facility
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PLATFORM

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Release Summary: Release 1.1.1 Changes for Sponsor Users

Module 1: SIP Roles and Access Management

Module 4: Study Workspace

New CRO Roles: CRO users cannow be provided withsingle-
study access to the platform on behalf of theirrespective
Sponsor Companies

User Deactivation Process: This process continues to be
managed by the SIP Administrator, but has been documented
inanSOP

Cross-Study Sponsor Roles: Sponsor roles have been updated
to allow Personnel who have cross-study responsibilities with
moreapplicable access to theapplication

Study Workspace: Ability to create andeditinformation
contained inthe Study Workspace (manually and through
integration)

Simplified Invitation Process: When you add an unregistered
user to the Potential Investigator list, they will automatically
receivean invitationto register in SIP

Sponsor Contacts: Capability to add/edit Sponsor Contacts for
a Study

Favorite Studies: Capability to create a list of Favorite Studies
for easiernavigation

Study Facility Change: Ability to receive a notificationwhen a
site user changes a facilityfor a study

Module 4: Study Workspace

Study Workspace: Ability to create and editinformation
contained inthe Study Workspace (manually and through
integration)

Simplified Invitation Process: When you add an unregistered
user to the Potential Investigator list, they will automatically
receiveaninvitationto register in SIP

Sponsor Contacts: Capability to add/edit Sponsor Contacts for
a Study

Favorite Studies: Capability to create a list of Favorite Studies
for easiernavigation

Study Facility Change: Ability to receive a notificationwhen a
site user changes a facilityfor a study

Module 5: Training

Training Expiration Notifications: Ability to send notifications
abouttraining expirationandtrack overduetraining

Module 6: Document Management

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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Document Title: Rule for system generated document title
enhanced to be more descriptive

Document SearchResults screen: Columns File Name,
Document Description, and Personnel addedto ease searching
Personnel: Personnel field introduced to identify the Site
User(s) associated with the document

Introductionof Reminder Frequency: Frequencyat which the
Siteand Sponsor users will be reminded for documents that
have notbeen accessed until the duedate
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INVESTIGATOR
PLATFORM

Release Notes

Last Updated: v2.1 (3 Mar 2018)

Module 3: Surveys

Module 8: General

e Survey Design: Ability to multi-select Indication,
TherapeuticArea and Country, create Ranking questions
and configure a list of reasons for declining participation in
a feasibility survey

e Survey Recipient Lists: Ability to exportand manage Surveyj
Recipients

e  Survey Recipients: Ability to send SIP registration
invitations to Unregistered Survey Recipients

e Survey Response Manager: Ability to assign multiple
SponsorPersonnel to manage responses for specific s urvey|
question(s)

Training Available

¢ News/announcements: Sponsors cannow download any
news and announcements posted on the Landing Pages in
SIP

e Facility/Department Report: New reportto viewall
existing Facilities and theirassociated Departments

e AuditTrail: New Audit Trail Reports for all SIP modules

e Configure News andLinks:SponsorUsers are now
allowed to configure Study News and Study Links from SIP

The SIP Help menu contains the links to the following Documentationon SIP.

e Web Help — Interactive and browser-based Online Help containing conceptual information as well as step-by-step

guidance on tasks you can perform in SIP. The Sponsor User WebHelp also includes a keyword-based search and a

Glossary of definitions of important termsrelevant to SIP.

e Job Aids — Printable documents containing step-by-step instructions on performing important tasks in SIP

e UserFAQs — Documents containing FAQs relatedto each module

To access the SIP Help menu, on the upper right corner of any page, cIicke.

Training Materials for Site Users

Training Materials for Sponsor Users

e SiteUser Online Help
e SiteUser Job Aids

- UserRegistration

- Password Management

- User Profile

- FacilityProfile

- Documents

- Training

- Study Workspace

- Feasibility Surveys

- SiteUser Orientation Guide
e SiteUser FAQs
e SiteUser Orientation Web-Based Training

e SponsorUser Online Help
e SponsorUser Job Aids
- ManageDocuments
- ManageTraining
- Manage Study Workspace
- ManagePotential Investigator List
- ManageSurveys: All Sponsor Users
- Createand Manage Surveys: Survey Creator
- ManageSurveys: Survey Reviewer
- ManageSurveys: Survey Response Manager
- ManageReports
- SponsorUser Orientation Guide
- SponsorUser FAQs
e Web-based Training (WBTSs)
e Document Exchange Web-Based Training
- Study Workspace Web-Based Training
- Training Web-Based Training

SIP Help Desk Email: SIPHelp@Cognizant.com | Telephone: See Help Desk
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