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Training Goals ViV

1. Introduce the ViiV ISS Portal and general use of its functions.

2. Explain the process for using the ViiV ISS portal for a study proposal from
Concept through Study Execution and Publications.

3. Understand the system to successfully submit and share information with ViiV
during ISS process.




Overview of the ViiV ISS Portal VV

« The portal is a publicly accessible web site which will allow investigators
to understand the ViiV ISS program, create study proposals and interact
with ViiV during the study proposal and execution process.

- Several of the portal functions require a user to log in to the system.
Login credentials will be provided to approved investigators.




Features of the ViiV ISS Portal VV

 Available to all approved investigators at iss.viivhealthcare.com
« The ViiV ISS Portal is designed as a tool for the investigator to:
— Create and submit a study proposal to ViV

— Complete electronic forms which are provided by the system to collect
required proposal information.

— Share files with ViiV related to study proposal, execution, and
publication.

— Report and update on study progress

— Be notified via emall at key points in the progression of the ISS
proposal submission, review, and execution processes.



iss.viivhealthcare.com

High Level Process ViV

* Investigator is granted access to the system

* Investigator submits a short form summarizing the Concept for the study
proposal for review and acceptance.

* Following acceptance of the concept a full study proposal is submitted
along with supporting documentation for review and approval.

 Following approval the system will support collaboration for collecting
final protocol information, performing the safety review, and developing
the contract.

* Following execution of the contract the system will support study tracking
and status updates during execution including drug supply and
payments.

» The system will support interactions with the publications review team
for interim study presentations, final manuscript, and any publications

following fulfillment of contractual obligations. .:




System Use Guidance ViV

* The following series of slides will walk through the primary sections of
the application and outline the use of the system.

* There is information in the User Guidance section of the system with
general Q&A aids to assist the investigator.




Accessing the System ViV

* The ViiV ISS System can be accessed by external investigators at the
following URL.
— Iss.vilvhealthcare.com

« Each investigator will be asked to provide some basic information and
agree to have an account created before ViiV Healthcare will create the
Investigator account.

» Once the investigator has received notification that the account has been
created then can follow the process described on the following slides to
go through the initial login and set a password, and then to complete

their profile information.
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jvisions3 I8 =0 NETH IS
/ & Google Accounts x V M Inbox (7) - viivp3vision@ X V E ViV Healthcare External \\ \
<« C | @ ga-test2-portal.corp.idea-point.com/Default.aspx @
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PN Already have an account?
ViiV

My Submissions Create a Submission Create / Edit Profile User Guidance

(on the
gray box) if
you have
received
notification

ViiV Healthcare Investigator-Sponsored Al Safety Reporting must be conducted
. as per your study agreement. If you
STU d|es ProgrO mme ne:d lgrepoﬂaiugpecled sideyeﬂeclfm you r

a ViV Healthcare medicine that is not

part of your study, please click the a CCO U nt

WiV Healthcare is an independent, global specialist HIV company established in 2009 with following.
commitment to deliver innovative new options for the care and treatment of people living with WaS
HIV/AIDS. As part of the commitment, we recognize the valuable role that our support of

investigator-sponsored studies (ISS) plays in fuffiling this mission. An investigator-sponsored Created
study is a research effort where the sponsor of the work is the investigator, healthcare

institution, or some form of medical network external to ViV and is seeking our support to Repor‘l‘ a side effect
conduct the work. This support can be in the form of product, funding, or a combination of both.

To report a suspected side effect |, please

We only support ISS that have a legitimate scientific purpose. The decision to support a study
proposal is based on the importance of the research objectives to medical science or patient

use the online reporting form below. This

facility is provided under our service -

Access the system at iss.viivhealthcare.com
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First Login (2 of 6)
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it Apps [ GSKHome G Google [ CognizantEmail [Y OneCognizant [@> GRC Central [3) CognizantPeoplesoft VAV ViiV Heltahcare Exterr @ QA ViV ISS External ¢

@& My Submissions Create a Submission Create / Edit Profile User Guidance

Email Address:

Password:

Forgot Passwofd?

ideaPoint Version: 4.1.1

©2016 ViV Healthcare. Accessibility Privacy policy | Termsofuse | Terms and conditions

|t | = |[®]
G Google Accounts x\(M Inbox (7) - viivp3vision@ X / B ViiV Healthcare External X \\ |
& C | @ qa-test2-portal.corp.idea-point.com/Login.aspx @

@ QAIP @ ViiVDM Site

V V Already have an accounit? =

Healthcare

Click on the
“Forgot
Password”
link (in Red)
to set your
initial
password.
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S Enter your

5 Google Accounts * \( M Inbox (7) - viivp3vision@ X \’ B ViV Healthcare External X \§ e a i |
< C | ® qga-test2-portal.corp.idea-point.com/Login.aspx @ |
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‘- My Submissions Create a Submission Create / Edit Profile User Guidance

the account.

Enter the
characters
from the

youremai@domai captcha

a¥ e Nl .'__'\"'_ Enter the codww/ COde in this

box

Password Reset

Please enter the Email Address you are registered with.

‘ Submit H Cancel

Click the
Submit box

ideaPoint Version:
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Check your
email
account
inbox. You
will receive
an email at

Password Recovery Code inbox  «

no-reply@idea-point.com 10:52 AM (1 minute ago) - v

d to me [~

Dear Viivp3, the ema||

To continue the process o ing your password, you will need this validation code.

Code:Pg3gzDrd accou nt

This operation has been initiated from 152 168 200 11/Mozilla’s. 0 (Windows NT 6.1; WOWE4) AppleWebKit/537.36 (KHTML, like |nd |Cated

Gecko) Chromel53.0.2785.116 Safari/537.36 (hitp://ga-test?-portal corp.idea-point. com/Login. aspx). If you did not perform this .

action, please take the necessary precautions to keep your account secure. Wlth d COde

MNote- Please do not reply to this email as it is only used for cutbound notices and the email box is not menitored. you W|”
need to

supply.
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=l Enter the

G Google Accounts b {M Password Recovery Cods X \,' B VilV Healthcare External % \|

& C | ® ga-test2-portal.corp.idea-point.com/Login.aspx

code from
-1 | the email in
the text box

it Apps @ GSKHome G Google [ CognizantEmail [Y) OneCognizant [ GRC Central [ CognizantPeoplesoft V&V ViV Heltahcare Exterr @ QA ViiVISS External ¥ @ QAIP @ ViiV DM Site

Already have an account?

Create a Submission User Guidance

My Submissions Create / Edit Profile

Click the
validate
button to
finish the
verification

Please enter the code that was sent to you. ’ Pg3gzDr4 ‘ p rOCGSS .

’ Validate /n, Cancel I

Password Reset
Please check your email for further instructions.
If you do not receive the message, please start this process again.

Password Reset
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/ G Google Accounts X \( M Password Recovery Cods X / ViiV Healthcare External X \\
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QA ViV ISS External @ QAIP m@ ViiVDMSj

Already have an acccunt?2

@ My Submissions Create a Submission Create / Edit Profile User Guidance

Password Reset
You have been successfully validated. You may now change your paSsword.

Password Reset

Password

Confirm Password

Save Password

Enter the NEW
password you
want to select in

the Password
field

Enter the same
password to
confirm

Once the password has been set you will be returned to the normal Login
screen and you can log into the application. (See Login to the System)

Select the Save
Password
button to

complete the
process




Accessing the System

ViV
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ViV ViV Healthcare External F X Y ™| Training demeonstration - X

<« C' | [ qga-test2-portal.corp.idea-point.com/Default.aspx

=5 Apps @ GSK Home & Google ﬂﬂ CognizantEmail [ OneCognizant @ GRC Central [ CognizantPeoplesoft ViV ViiV Heltahcare Exter

ViV

Healthcare

‘- My Submissions Create a Submission Create / Edit Profile User Guidance

ViV QAMAVISS External T @ QAIP
Alrecdy

-

ViiV Healthcare Investigator-Sponsored
Studies Programme

Viiv Healthcare is an independent, global specialist HIV company established in 2009 with
commitment to deliver innovative new options for the care and treatment of people living with
HIV/AIDS. As part of the commitment, we recognize the valuable role that our support of
investigator-sponsored studies (ISS) plays in fuffilling this mission. An investigator-sponsored
study is a research effort where the sponsor of the work is the investigator, healthcare
institution, or some form of medical network external to Viiv and is seeking our support to
conduct the work. This support can be in the form of product, funding. or a combination of
bath.

We only support ISS that have a legitimate scientific purpose. The decision to support a study

1 13! a02ad...Zl| u etiDoc.docx
|1 fef8Sac604724ad5a8...zip | || ®] BudgetiDocd
| I )

Report a side effect

To report a suspected side effect ,
please use the online reporting form
below. This facility is provided under our
service agreement with GlaxoSmithKline
(GSK), so please choose ViV
Healthcare medicines’ from the drop-
down product list on the form. In North
America, you can report a side effect via
the GSK Response Center at 1-888-825-
5249, Monday-Friday, 8am - 8pm ET.

#* Show all downloads...

Click here to
login.

Menu bar will
appear on
each page

Clicking a
menu option
that requires
login will take

you to the
login page if

you are not
logged in

Access the system at iss.viivhealthcare.com



iss.viivhealthcare.com

Login to the System

ViV
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VBV ViV Healthcare External © X | M Training demonstration - X

<« C' [} ga-test2-portal.corp.idea-point.com/Login.aspx w| =
£ Apps E) GSK Home & Google EZI CognizantEmail [ OneCognizant E) GRC Central [ CognizantPeoplesoft V&V ViiV Heltahcare Exterr V&V QA ViV ISS External ¥ @ QAP

v V Already have an account? -

Healthcare
Uszer Guidance

‘- My Submissions

Create a Submizsion

Create / Edit Profile

Login

Email Address| |

Password

Forgot Password?

©2016 ViV Healthcare. Accessibility | Terms ofuse | Terms and conditions

Privacy policy |

-

¥ Show all downloads... %

|d) fef85ac04724ad5a8...zip |7 | BudgetiDoc.docx

If you select forgot password it will take you to a screen to provide your
email and limited information. You will receive a code in your email to enter
which will allow you to set/reset your password. (See Initial Login)

Enter email

address and

password to
Login

If you have not
been issued a
password yet,
or forget your
password
select “Forgot
Password”




Complete/Edit Profile (1 of 2)
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VBV ViV Healthcare External © X\ M| Training demonstration - X

<« C' [} ga-test2-portal.corp.idea-point.com/Profile.aspx s
i Apps m GSK Home & Google ﬂa CognizantEmail [ OneCognizant m GRC Central [ CognizantPeoplesoft V&V ViV Heltahcare Exterr V&V QA ViV ISS External F B G#&cTP
/—\ Welcome. vitvip3 mattes! Logout
ViiV

Healthcare

‘- My Submissions Create a Submission Create / Edit Profile Tools and Templates User Guidance

Edit Profile

Please provide us with your contact and profile information as requested below. You may return to this
contact information as needed.

any time to update your profile or

Prefix Prof

First Name viivp3
Last Name mattes
Suffix

Title Major God

_i. fef85ac604724ad5a8...zip T @] BudgetiDoc.docx ¥ Show all downloads...
| Il

-

x

Select
Create/Edit
Profile

Complete or
update
existing
profile

information.

ViiV will create a minimal user profile. However, you will be expected to

update the profile and complete the extended information at or before the
time your full proposal is submitted. You will also be asked to update your

profile at various times to maintain compliance with ViiV standards.

Note: You
cannot change
your email
address.
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VBV ViV Healthcare External & X M Training demonstration - X

e , Answer all
L C' | [§ ga-test2-portal.corp.idea-point.com/Profile.aspx
$i% Apps m GSK Home & Google ﬂﬂ CognizantEmail [ OneCognizant m GRC Central [ CognizantPeoplesoft ViV Vil Heltahcare Exterr ViV i External F @ QAIP th e q u est I O n S

Are you or an immediate family member:
A temporary or permanent government employee or official (other than acting solely i acity of a healthcare profession prescribing or on the fo rm

administering medicines, conducting clinical trials or scientific research)?

Yes (U No
A member of any advisory board f
Yes (U No

A member of a formulary committee, or responsible for purchasing decisions for Government hospitals or other state-owned bodies, or
responsible for allocating or influencing expenditures of government funds?

Yes Mo
Responsible for performing regulatory inspections, or granting government authorisations or licenses? I k
Yes © No Clic

Do you or an immediate family member: ”U pdate” to

Have ownership of any entity that that provides services or products to Viiv?
Yes O No

Have an ownership control interest in any healthcare entity that has business with government (excluding interests of less than 0.1% in Save you r
publicly traded companies and excluding interests of less than £3,000 in value)?

Yes ©No p—— changes.

©2016 WiV Healthcare. Accessibility Privacy policy Terms of use Terms and conditions

i: fef85acb04724ad5a8....zip T @J BudgetiDoc.docx v * Show all downloads..,. ¥
| Il

The profile includes information related to conflict of interest and similar
things related to ViiV standards and due diligence. Updates will be
requested when needed based on ViiV policies.




Creating a Concept Submission ViV

* The first step in the process of submitting a Study Proposal to ViV
Healthcare is to create the Concept Proposal which is the initial
Submission including a high level overview of the proposed study.

 This process is started by selecting the “Create a Submission” button on
the main application menu bar.

* The key steps in this part of the process are:

— Discuss Concept with ViiV Contact
— Create a Submission

— Complete Attestation Statement

— Complete Concept Form




Create a Submission (1 of 4)

e
ViiV
Healthcare

W Bookmark Manager X I ViV ViV Healthcare External © X

2
n

€« C' [} ga-test2-portal.corp.idea-point.com/Submission.aspx?groupid=DEFAULT

VBV QA ViV ISS External F @ QAIP

\

£if Apps @ GSKHome & Google [ CognizantEmail [Y OneCognizant [ GRC Central [Y CognizantPeoplesoft ViV ViV Heltahcare Exter

ViiV

Welcome, ViiVp4 Mattes! Logout

‘ My Submissions Create a Submizzion Create / Edit Profile Tools and Templates User Guidance

Select Create a
Submission to
start the
proposal
process.

Create arequest

Aftestation Statement

As a condition of the submission of your Investigator Sponsored Study (I1SS) request, you must read and select either “| agree” or “| disagree”
below. If you cannot agree with the statements below, you will not be able to submit your proposal. ViV refers to ViV Healthcare, its affiliates
and/or collaborators.

Viiv's interactions with healthcare professionals are led by our values of transparency, respect, integrity and patient focus. As part of our
commitment to running our business in a transparent and responsible way, we are strengthening our policies that govern how we interact with
healthcare professionals. Therefore, we are seeking to understand in advance if there are any circumstances which could give rise to a potential
conflict of interest from your engagement with ViV,

Once ViiV has reviewed the information that you provide below, ViV (or its agent) will confirm to you whether or not there are any circumstances
that may prevent us from engaging with you on this occasion, ViV will endeavour to review and confirm as soon as possible following your

The system will not allow you to create the initial proposal summary, a
concept proposal, before you agree with the Attestation Statement.

You will be
presented with
a form that
includes an
attestation
statement




Create a Submission (2 of 4) ViV
e ————E

€« C' [Y qa-test2-portal.corp.idea-point.com/Submission.aspx?groupid=DEFAULT w =
= Apps [ GSKHome & Google [ CognizamtEmail [ OneCognizant [ GRC Central [ CognizantPecplesoft viv VilV Heltahcare Exter vl QA ViV 1SS External © @ QATP “” Ag re e" or “ DO

ViV will make every effort to protect personal information from loss or unauthorized use or disclosure, including in countries where legal
standards for the protection of personal information may be different from than those that apply in your home country. You have the rights of N Ot Ag ree
access, rectification, removal and objection regarding the holding by ViiVv of your personal data as granted by applicable law. .

« | attest that | am fully authorized to submit this 1SS proposal and provide necessary information on behalf of the institution applying for this
request for support and any partner institutions, and affirm that all responses and information provided are truthful, accurate and complete.
| attest that any form of support (funding, product/compound, etc.) that | may receive from ViV is not in any way connected to, or
conditioned upon, any past, present or future, prescribing, purchasing or recommending any product/compound manu or marketed
by ViV
« As the Sponsor-Investigator submitting this proposal, | attest that | am responsible for all aspects udy. | will comply with all
requirements as defined within the legal agreement with ViV, regulatory reqwremems v applicable international standards (e.g. P rovid e a tit I e

International Conference on Harmonization (ICH). Good Clinical Practwe
| acknowledge that ViiV reserves the right to correct any adminis| rtechnology based errors which may occur during the application f h
proposal.

submission or review process

- Do Not Agree  ® Agree

Click “Create
New” once you
have provided

the
- information

Please enter a Title for your request

29july-viivp4-Study to collect ViSIONS screen shots

The title provided here will be used by the system as the title during the
lifetime of the study.




Create a Submission (3 of 4)
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17 %

VAV ViV Healthcare Externa

# Bookmark Manager x

L C' | [ ga-test2-portal.corp.idea-point.com/Details.aspx?ID=108

122 Apps m GSK Home & Google Eﬂ CognizantEmail [ OneCognizant m GRC Central [ CognizantPeoplesoft ViV ViV Heltahcare Exterr  Viv QA ViiVISS External ' @ QAIP

29july-viivp4-Study to collect ViSIONS screen shots

Submitted Date: Not submitted yet

Concept Files Emails Follow-Ups Study Manageme

%
m

»

Form
| Save || Submit
ViiV Contact Infermation
Add the person you discussed concept with
Name

The electronic concept form will be displayed. All questions should be
answered before selecting Submit to send the information to ViiV

The concept
form will be
displayed

Save will keep
your updates
but not submit
and send to
ViiV.

Submit will
save your
updates, sent
them to ViiV,




Create a Submission (4 of 4) ViV

r Bookmark Manager % [ ViV ViV Healthcare External X % ] Inbox (5) - visions3viivi@e

or
n

€« C' | [} ga-test2-portal.corp.idea-point.com/Details.aspx?1D=112 A
it ppps @ GSKHome G Google [JA CognizantEmail [9 OneCognizant [ GRC Central [ CognizantPeoplesoft ViV ViiV Heltahcare Exterr VAV QA ViV ISS External I @ QAIP

confirmation
VV is displayed

-.- My Submissions Create a Submission Create / Edit Profile Tools and Templates User Guidance W h e n t h e

3

form is

R | submitted.

Thank you! This Request has been submitted.

July-29-Second Submission-Collecting Informatfion to help with Training

Submitted Date: 7/29/2016

Concept Files Emails Follow-Ups Study Management

Form @

The system will display a confirmation when a form is saved or submitted
to confirm the action taken. ViiV will be notified when the submission
occurs.




Submitting a Proposal ViV

* Once a Concept has been accepted the investigator will be notified and
the full proposal submission can be entered in the system.
» The following high level steps are involved in submitting a proposal.
— Complete the Proposal Form
— Complete Budget Tool (if requesting funding)
— Submit Budget Tool into “Files” (if applicable)
— Submit Protocol into “Files” (if protocol available)
— Submit Investigator CV into “Files”
— Submit Investigator Medical License into “Files” (if applicable)

— Review, Confirm and Update information in Investigator Profile (for longer
studies, the Investigator Profile must be Reviewed every 2 years) Should this

be upload?




My Submissions ViV

VBV ViV Healthcare External © X § ™ Training demonstration - X

Select “My

<« C'  [J ga-test2-portal.corp.idea-point.com/Submissions.aspx

L . . ”
i Apps [P GSKHome G Google [ CognizantEmail [ OneCognizant [ GRC Central [3 CognizantPeoplesoft ViV ViV terr ViV QA ViV ISSExternal F B QAIP SU b| NISSIoNS
Welcome, viivp3 mattes! Logout

ViV

Healthcare

Current status
displayed

‘- My Submissions Create a Submission Create / Edit Profile Tools and Templates User Guidance

Click on the Title

Submissions to open that

_ submission
Reguest ID Title Current Status Date Submitted
60 Don Submission (concept) on 5Jul2016 Proposal Submitted Jul-05-2016
/////_ Navigation if
First 1 Last
there are
multiple pages
_i. fef85ac604724ad5a8....zip T @] BudgetiDoc.docx T ¥ Show all downloads.. %

Selecting the My Submissions option will display all of your submissions. (Clicking on
this option when you are NOT logged in will start the login process then display the
list of submissions after login is complete.) Clicking on a submission will select that
submission and allow review and update of the information as appropriate.
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(2] =[5 [t
ViV ViV Healthcare External X '\

& C | @& Secure | https://viiv-portalidea-point.com/Details.aspx?ID=614 | @ A fo rl I I to
=5 Apps E) GSK Home & Google EZ CognizantEmail [ OneCognizant E) GRC Central [ CognizantPeoplesoft @ Prod-VinSS-Internal ViV Prod-VinISS-External E IdeaPoint HelpDesk -d th
: proviae tne

complete
proposal

r Proposal information is

{Investigator Sponsored Studies (ISS) program. To ensure a timely review of your proposal, there are two 1 .

A - Complete key study information in the fields below in our on-line form. Part B -Involves either d IS p | ayed .
ovided proposal template. At any point, if you need to leave the system before completing
the page. The in-progress proposal will be saved into your account fo complete ata
udget Tool [if applicable]) and all requested documents, you will receive a
oving to the Viiv Review Process

Form

Submitting

Thank you for your interest in the Wi
Parts (A and B) that must be completed
submitting your own protocol file or completing th
your submission, simply click the “Save Changes” buttoR
later time. Once your submission is complete (Parts A and B, an
confirmation e-mail letting you know that your submission is complete a

—PART A

The Save button

Has any of the asset or country information changed from the concept?

ves allows the
o information to be
Number of sites participating: Saved and ed|t|ng

1

can be continued
in another

Is the ViiV asset(s) defined above being requested as part of this proposal?

session.

The Proposal Form is displayed and will allow for input until the proposal
has been submitted. The form is a few pages and the user may select the
save button to save information provided and continue working at a later
time.
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== Select the
ViV ViiV Healthcare External X
& C | @ Secure | https://viiv-portal.idea-point.com/Details.aspx?ID=614 * | @ SU bm It

3 Apps ﬂ) GSK Home & Google ﬂa CognizantEmail [ OneCognizant E} GRC Central [3 CognizantPeoplesoft @ Prod-ViivISS-Internal V&V Prod-ViivISS-External ﬁldea?oint HelpDesk

. button to
=
ViiV e s

validate the

‘ My Submissions Create a Submission Create / Edit Profile Tools and Templates User Guidance e n t r i e S a n d

| submitthe
proposal.

Thank you! This Request has been submitted.

Submission Form Files Study Management

A

- confirmation
| H is displayed
when the

Submitting your Proposal fOrm iS
B T TR T AT o Db dino ooy Toonoiico o doook: condiona: ofaiocs Su bm itted :

One all the information for the proposal has been completed select the
“Submit” button at the top of the form. This will check the information
for valid entries and submit the information to ViiV Healthcare.
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ViV
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X VM Training demonstration - X

ViV ViV Healthcare External ©

bk

<« C' [ ga-test2-portal.corp.idea-point.com/Details.aspx?1D=60

E:: Apps m GSK Home & Google ﬂﬂ CognizantEmail D OneCognizant m GRC Central D CognizantPeoplesoft 1-’“' VitV Heltahcare Exter Yi'-' QA ViV ISS External F

® QAIP

Don Submission (concept) on 5Jul2016

External Status: Proposal Submitted

Submitted Date: 7/5/2016

Study Management

Follow-Ups

Concept Files Emails

Files

Select file(s) to upload...

Name Uploaded & Size

Draft Emall Templates for VISIONS_rls comments.docx
TIS2016 5 PM +00:00 | 31.23 KB

Select a
submission
and then
select the
“Files” tab

Click “Select
files to
upload..”
upload new
files

Miv Safety checklist Template v1_unprotected_23 Jun16.xIsx

715201 6:06 PM +00:00 | 135.46 KB

- * Show all downloads...

|4y fef85ac604724ad5a8...zip
| |

|| BudgetiDoc.docx
|t

x

-

Files can be uploaded to the system to allow sharing with ViiV.

Previously
uploaded files
will be
displayed
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/ VEV ViV Healthcare External © X\M Training demonstration - X \\\_‘1

lallo]=] s

@ Ft VeV ViV Heltahcare Exterr ViV QA ViV ISS External F @ QAIP

4. Downloads e

=] Recent Places
B ManuscriptDraftDoc

. Documentum
@Abstractpublication
- Libraries = @] StudyParticipantsDoc
@ Documents ] BudgetiDoc
J’ Music @] ProtocolDoc
[E=] Pictures
E Videos

(_ - F- Iy P | ekl Hel Hs TP | 2TV Oy
e G Open
P
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¥ Show all downloads.. %

4= Select files
-— | you want to
upload from
the window

Click “Open”
to save the
selected files
for upload

-

The upload can occur for any files you can access from your local machine
via the files navigation widow.
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selected file

s documents related to this activity. Documents can be uploaded from the External (Portal) and Internal (ViSIONS)

 documents are assigned to the "Root" folder. Yo
the sub-folders. then click and hold on thefet@er icon (with the green arrow) and drag to the desired folder. Once you have
r open the document you will neg, click on that file folder.

place document in a specific folder by first expanding the folders on the

If you have any questions regarding thi ction please contact ops.visions@vivhealthcare.com.

Select file(s) to upload...

View-Only File Type

Addl Information on Concept.docx ‘ --Mone-- ¥

When you are done uploading and selecting the options for each file, click this button to and go back to the listing.

Name Uploaded v File Type Size

Addl Information on Proposal.docx
S/28/2016 31015 PM | | 10.13 KB

Selected files
displayed for
confirmation

Select the
appropriate
file type and
select View

Only for

Publication

Submissions

The selected files will be listed and can be marked for view only. Once
ready click “Save Files” to complete the upload process.

Click “Save
files”
complete the
upload process
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Files Uploaded

1 file(s) were uploaded with the options you selected. CO m p | ete .

Test Submission - 26-Sep - Test 1 - Testing related exceptions in the
process

External Status: Proposal Under Review

Submitted Date: 9/26/2016

Thank you! This Request has been submitted

Once the process is complete the files loaded will be visible in the list of
uploaded files.
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* From the main screen of the proposal information there is a tab labeled
Study Management. This tab will open a list of various types of Study
information which can be viewed and updated from the portal. The various
types are:

— Funding: Information about funding payments agreed in the contract

— Drug Supply: Allows the investigator to request a supply of drug materials
and see the status of current and previous requests.

— Study Milestone: Key milestones of the project can be reviewed and
updated.

— Enrollment: Dates and status of enrollment versus target can be provided.

— Publications: Publications can be submitted and the status and history
tracked.

« Monthly Update Tasks
— Review and Update (if necessary) Funding Tab information (if applicable)
— Review and Update (if necessary) Study Milestones Tab information
— Review and Update Enrollment Tab information (From 15t Screening visit

to Last Subject Last Visit)




| -
Study Management Information Page ViV

/ \ \ [t | [= [E] %] L.
/ G Google Accounts X '\ M 552 - Proposal Form Av: X Y @ VilV Healthcare External X ‘\\‘_ S u b m I SS I O n
& C | ® qa-test2-portal.corp.idea-point.com/Details.aspx?ID=552 Q| ¢

it Apps @ GSKHome G Google [J4 CognizantEmail [Y) OneCognizant [ GRC Central [} CognizantPeoplesoft V&V ViV Heltahcare Exterr @ QA ViV ISS External @ QAIP V/ title a nd
TEST-Study of the impact of Drug XXXXX on bone density in mature status are at

women at risk of Ostopedia th
e to
External Status: Proposal Submitted p

Submitted Date: 9/19/2016
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Study
Management
Study Management ta b SEIQCted

. Fun:lmﬂ
« Drug Supply

Submission Form Files Emails Study Management

« Study Milestones
« Enrollment

« Publications

The various sections are

displayed. Clicking on the

section name will display
the data.
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« General Information on Working with the Study Information Management
Tables

— Each list will have zero or more rows in a table.
— The column heading for each row will be displayed

— In the lower left corner of the table is a pencil icon if any of the rows
are editable.

— To edit row select the row and then click the pencil icon.
— A form will appear that will allow you to edit data for the selected row.

- For all DATE fields a calendar Pop-Up will be displayed that should be
used to select the date to minimize date format issues.
— When done editing information click the Save button at the bottom of

the form to save your changes, click cancel to not make any changes.
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Submission Form Files Emails Study Management

Study Management

» Funding
——

« Drug Supply

» Study Milestones

« Enrollment

» Publications

P-_wment Currency Type Amount in Target Date iy _Date S porllng_; Amount of
Milestone i Target Date Milestone Document = R R
o in Contract Contract (Forecast) (if applicable) Invoice
Description Change Complete
LSLV usp 40,000.00 2018-12-01 0.00
Contract usD 20,000.00 2016-10-01 0.00
Execution
Study Report usD ,000.0¢ 2020-09-01 0.00
Complete
FSFV U .00 2017-02-01 0.00

B QAVIVISS Exte

Editable

Status Until

2025-09-30

2023-09-30

2023-08-30

2023-09-30

Funding
Selected

Funding data
table
displayed

Pencil Icon for
editing rows
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Submission Form Files Emails Study Management

Edit Current

Study Management

Target Date (Forecast) 2016-10-01

« Funding
—

w
@ QA ViV ISS External |

Reason for Target Date Change T
« Drug Supply
Date Milestone Complete
« Study Milestones
_ Invoice Date (if 2
= Enroliment
« Publications ///‘
1
B Save * Cancel
Payment - .
X Currency Type Date Amount of Editable
Milestone . R . Status )
o in Contract TFoTecas - - N Trapphcable) Invoice Undil
Description Change Complete Received
LSLV 00, 2018-12-01 0. 2023-09-30
0:00.0 2016-10-01 0.00 2025-09-3
usD 140,000, 2020-09-01 0 2025-09-30
S uso 20,000, 2017-02-01 0. 2

Funding Data
row Selected

Funding data
editing form
display

Save and
Cancel buttons

To edit a row. Select the row and then clock on the pencil icon in the lower left corner (see
previous slide). Complete the information in the pop-up form and then click Save.
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» The following is a checklist of Funding Updates to be made by the
iInvestigator during the study if applicable.

— Monthly

* Review and Update (if necessary) Target Dates for Milestone Payments
— When Milestone is Completed

« Update “Date Milestone Complete”
— When invoice is submitted (if applicable)

« Complete Invoice information
— When update is requested by ViiV (as needed)

* Review and Update (if necessary) Target Dates for Milestone Payments
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Drug Supply
data table
displayed

Submission Form Files Emails Study Management

Study Management

« Funding
- Drug Supply

— | Pencil Icon for
editing rows

= Study Milestones
« Enroliment

= Publications

Drug Received

Quantity T _ by Site Editable
R t Dat Product N D Order Dat Shi t Dat Stat
equest Date roduct Name ose e— vt rder Date ipment Date T atus —
Date
0.00 2023-09-30
0.00 2025-09-30

-

To edit a row. Select the row and then clock on the pencil icon in the lower left corner. Complete
the information in the pop-up form and then click Save. For a new request click on a row with
NO request date, click edit, and add the appropriate request information.
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* The following is a checklist of Drug Supply Updates to be made by the
iInvestigator during the study if applicable.

— When Requesting Drug

« Complete Request information

* Confirm that “Enroliment” tab information is current and correct
— When Drug is received at site

« Confirm receipt by completing “Drug Received by Site Confirmation”
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To edit a row. Select the row and then clock on the pencil icon in the lower left corner.
Update the information in the pop-up form and then click Save.
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* The following is a checklist of Study Milestone Updates to be made by
the investigator during the study.

— Monthly

* Review and Update (if necessary) Target Dates for Study Milestone
— When Milestone is completed

« Update “Date Milestone Complete”
— When update is requested by ViiV (as needed)

* Review and Update (if necessary) Target Dates for Study Milestone
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Submission Form Files Emails Study Management

Enrollment
data table
displayed

Study Management

+ Funding
+ Drug Supply

« Study Milestones

« Enroliment

« Publications

Date # of Screened Subjects # of Enrolled Subj # of Completed Subjects Editable Until
0.00 0.00 2025-09-30

=
o oo o
(SRS
=
=)

-

To provide an enrollment update select a row with no Date and then click on the pencil icon in the
lower left corner. Complete the information in the pop-up form and then click Save. To correct
information select the desired row, click on the pencil icon, update the information and then click Save.
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» The following is a checklist for Enrollment Updates to be made by the
iInvestigator during a Clinical study with Human Subijects.

— Monthly — From 18t Screening visit to Last Subject Last Visit

* Review and Update (if necessary) enrollment information
— When requesting Study Drug

* Review and Confirm enrollment information
— When update is requested by ViiV (as needed)

* Review and Update (if necessary) enroliment information
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Thank you! This Request has been submitted.
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« Funding
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= Publications
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Publications
Selected

Publications
data table
displayed

To indicate a new publication select a row with no “Date Submitted” and then click on the pencil icon
in the lower left corner. Complete the form and click Save. To correct information select the desired
row, click on the pencil icon, update the information in the pop-up and then click Save. The

publication document should be submitted on the Files Tab.
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* The following is a checklist Publication Updates to be made by the
iInvestigator during the study.

— When submitting a document for ViiV Review

« Complete document information
— When submitting the ViiV Reviewed document for Publication

« Update the “Publication Status” to “Submitted”
— When document has been “accepted” for Publication

- Update the “Publication Status” to “Accepted”
— When document has been “Published”

* Update the “Publication Status” to “Published”
« Complete “Citation” information




