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Site User Manual

The ePIP platform will display the Site User dashboard after the user’s login credentials pass authentication and authorization

Site User Dashboard

Helle, cheng xiang sites  Sign Qut
PrPn cPIP P

™ Protocol Inquiry Reporting Resources

Welcome to the New Protocol Inquiry Platform

The Protocol Inguiry Flatform is designed for a secure and easy way to submit and track your protocol inquiries.

Submit New Protocol Inquiry Inquiries Requiring Action (9)
- Va4

View All Inquiries (Reporting)

&

- Top

Home | Help | Support | Privacy Statement
Reproduction of any of the material contained herein in any format or media without the express written permission of PPD Inc. is prohibited.

© 2012 Pharmaceutical Product Development, LLC. All rights reserved.

9
The digit “9” in the icon () indicates the number of outstanding inquiries pending site user response. From the Site

User Dashboard page, the user can:

=  Submit a new inquiry

= Follow up on an inquiry requiring action

= View all inquiries (Reporting)

= Access the Check Status screen from the Protocol Inquiry menu to locate open inquiries
= Access the FAQ & Training Materials under Resources

= Provide system feedback

Version: 4.0
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Submit New Inquiry Submit New Submit New
A new inquiry can be submitted by clicking Inquiry Icon Inquiry Menu

the Submit New Inquiry icon or by Protocel Inguiry

clicking the Submit New Inquiry Submit New Inaui
umi ew lnquiry

sub-menu.

= After clicking a selection, the
Submit New Inquiry Step 1 Pick
Protocol page will appear. There are Submit New Inquiry Step 1

3parameters which must be set prior to

proceeding to the Step 2 “Fill Out Form” Hello, cheng xiang sites Sian Out

- pp” e f-
page:

- Select the sponsor; the Sponsor s Protocal Inquiry Reporting Resources L

List only displays sponsors assigned to it ime iy

The Protocol Inquiry Platform is designed for a secure and easy way to submit and track your protocol inguiries.

the user.
Select sponsor from the drop down menu.

v & Submit ‘

. Select the protocol; the Protocol

List only displays protocols assigned to Sponsor Selection H

the user. The protocol list will be Select protocol from the drop down menu.

) Protocol Selection El
refreshed according to the selected
sponsor. Site Selection El
= Select the site; the Site List only Next
displays sites assigned to user. The site Select site from the drop down menu.
R R ) Home | Help | Privacy Statement “Top
IISt WI" be refrEShed accordlng to the Reproduction of any of the material contained herein in any format or media without the express written permission of PPD Inc. is prohibited.

@2010 Pharmaceutical Product Development, Inc. All rights reserved.

selected sponsor and protocol.

*Please contact your site monitor if a
desired study or site is not available in

the drop downs.

Click the Next button to validate the 3
selections (sponsor, protocol, and site)
The system will display a red message
below any section indicating errors. If
not errors are found the system will

advance to Step 2.

Version: 4.0
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After clicking the Next button in Step 1,

the Submit New Inquiry, Step 2 Fill

out Form page will appear.

= Some fields are auto-prefilled by the
system: Sponsor, Protocol # and
Site # are auto-generated per user
selection in Step 1. PI, Study
Coordinator, Country, Telephone,
and Fax are prefilled based on data in
PPD’s Clinical Trial Management
System. (CTMS). (Note: if any of this
information is incorrect, please
contact the site monitor to request an
update in CTMS.)

= Users must select a Subject Status.
Selections include: Screened,
Randomized, and Other. If “Other”
is selected then users must enter an
additional descriptor such as
Pre-screening or General Question.

= Users are required to enter a response
in the Inquiry Description field. The
field allows up to 2,000 characters.
(Note: If 2,000 characters are
insufficient to document the question,
then please summarize key points in
the inquiry description field and
attach a Word document containing
further detail.)
o Users may spell check their
comments by clicking the Check
spelling function.

= Users may upload single or multiple
file(s) by clicking the Browse button.
o Users may upload additional files

by clicking the +Another button.

Version: 4.0
Effective Date: 0INOV2020

Submit New Inquiry Step 2

e
Site Telephone and Fax are
imported but can be updated

Spansor:

site &t 101 [CTMS :—STIM_
L B Site Fax:*
Study Coordinator:* Subject Status:* Status Selection ~
Cauntry:* Inquiry Description entered Subject Io:*
up to 2000 characters

Regian:
Submission Type: Site User:

Ingquiry Description:*

1 reviewed and redacted for potential
Uplaad Filels): No fis ~_subject identifiers prior to uploadin,

Add attachments. Ensure you have

& Ansther

Urgency:* Hot Urgent hd

Fax non-digital file{s)

[ neview [sasstects)

o Prior to uploading an attachment, users must review the attachment
for prohibited subject identifiers and indicate that the attachment does

not contain prohibited subject identifiers.

PPD Proprietary and Confidential Page 5 of 17
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Users are required to select the Urgent — Subject Waiting at Site

Urgency of their inquiry. The system B

defaults to Not Urgent. o ) )
Upon submission of the inquiry please

call the hotline number found in the
@ Not Urgent Investigator Site File Notebook

s Urgent — Subject waiting at site

= Urgency options are:

s Urgent - Other

= Users should only select “Urgent — Urgent - Other
Subject wait at site” or "Urgent -
other” if a patient is waiting at the site. %]
= A warning message will appear For urgent safety concerns that require
directing users to submit the inquiry immediate discussion with the Medical
and call the hotline number found in Monitor, please call the hotline number

the Investigator Site File Notebook. found in the Investigator Site File

Motebook. Other urgent requests will be
addressed within one business day.

Version: 4.0
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= After clicking the Review button in
Step 2, the Submit New Inquiry
Step 3 page will appear for users to
review and confirm their entries

before submission.

= Uploaded file(s) may be viewed by
clicking the file name. Ensure all
prohibited subject identifiers
have been redacted.

* The user must check the
checkbox regarding subject safety
and rights

" The Edit button allows users to

return to Step 2 for editing

By clicking the Submit button in Step
3, the submission is completed and
the Submit New Inquiry
Completed page will appear.

= Alink is available for the user to
download the newly created inquiry

= Submit Another button will
navigate the user to the Submit New
Inquiry Step 1 page

* Back to Home button will
navigate the user to the Site User

Dashboard page

Submit New Inquiry Step 3

Hello, Wayne Rooney Sign Out

PPI o e—

~ Protocal Tnquiry Reporting Resources 2]

reEBGAC

Submit New Inquiry

The Protocol Inquiry Platform is designed for = secure and easy vay to submit and track your protocol inquiries.

1| Pick Protocol ~ [ 2] Fill out Form Review & Submit
/ 4
Sponsor: 2Void Pratocol #: EPIP123
Site #: 101 [CTMS #: 1-162ZRKM] Site Telephone:
3366591500
PI: Site Fax:
Richard Montgomery 3366591509
Study Coordinator: Subject Status:
ey Coardinater Burt Banks ket Btat Screened
Country: Subject 1D:
st usa — 123456

Inquiry Description: Subject has taken cold medicine that may impact eligibility. Plasse
advise.

Upload File(s): ) ePIP.docx
Urgency: Urgent-Other

Fax non-digital file(s)

*# [¥] By checking this you understand that this request doss not impact the subject's safaty and/or rights.

cknowledgment required.

This check box must be selected to
“Submit” the inquiry

Hame | Help | Suppert | Privacy Statsmant F
Reproduction of any of the matesial cantained hereio in 2oy format ar media it

® 2012 Pharmacsut|

fermission of PPD Inc. is probf

Click “Submit” to complete and submit inquiry.

Click the “Edit” button to return
to Step 2 for editing.

Submit New Inquiry Completed Page

L s

Hello, Wayne Rooney Sign mt]

Click the link to download a
compressed file for your
records.

Protocol Inquiry Reporting Resources

Submit New Inquiry - Completed

The Protocol Inquiry Platform is designed for a secure and essy vay to submit and track you

Thank you for your submission!

Click the link below to download a copy for your records.

@ http://vwilepipas202.americas.ppdi.local//DovnloadPIF.ashx?id=660 20130201

Please note that you are able to reproduce this record at anytime via the reporting page.

Submit Another | Back to Home

“ To
Home | Help | Support | Privacy Statemant E
Reproduction of any of the material contained herein in any format or media vithout the express written permission of PPD Inc. is prohibited.

® 2012 Pharmaceutical Product Development, LLC. All rights reserved.
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Inquiries Requiring Action Inquiries Requiring Inquiries Requiring

Action Icon Action Menu

The system provides two ways for
users to follow up on outstanding sl Dl
inquiries. Users may click the Submit New Inguiry
Inquiries Requiring Action icon or

o Inquiries Requiring Action
click the Inquiries Requiring Action /

sub-menu.

After clicking Inquiries Requiring Action

the Inquiries Requiring Action Step 1 Inquiries Requiring Action Step 1

page will appear. On this page, all user

specific inquiries (with Pending SU status)

will be listed PPO v """ Urgentinquiries listed

first and indicated by a
= Display defaults to Urgent-Subject P Reperting Psale red exclamation point. L

Waiting at Site inquiries on the top,

s ding Protocol Inquiries - Platform

followed by Urgent-Other, and then by

atform is designed for 8 secure and easy way

The Pretocal Inquiry F to submit and track your protocal inquiries.
T e B Y S TR TR, Wy
s zveid o 1234567 averisiznes | (N |k Vigw 1

the time aged.

= Each column except the Actions l s B G . 2 o Hea (LYK e I
column may be sorted by clicking the s
column header. E A

Mk
= The default number of inquiries
Results per page: 25 7 Go: 1+

displayed per page is 25. Users may

4F Urgent Over 20 Hours 4 Greater than 14 hours G} on Time

change the number to 10, 25, 50, and

= Top

75.

ny format ar media without the express wristen permission af FRO Tne. is prohibited.
resarved.

= Urgent inquiries are highlighted with

an ‘I’ symbol in the Actions column.
= The OBO column helps users identify
inquiries created on behalf of (OBO)
the site by PPD.
= Status Column Icons indicate
s Urgent: >20 hours —'Red
Exclamation Burst’
o Approaching Deadline: 14~20
hours — ‘Orange Runner’
s On Time: <14 hours — ‘Green
Clock’

Version: 4.0
Effective Date: 0INOV2020 PPD Proprietary and Confidential Page 8 of 17



PPD

T ——

By double clicking the inquiry row or
clicking the View link, the system will
display the Inquiries Requiring
Action Step 2 page.

= Uploaded file attachments may be
viewed by clicking the file name.

= Follow up request/comments
appear under the Inquiry Description
field.

*= The respondent’s role, name, and
response date and time are displayed.
*= The user must provide Follow up
information in the comment field. The
comment field is up to 2,000
characters in length.

= Users may spell check their
comments by clicking the Check
Spelling function (Optional)

= Users may upload single or
multiple-file(s) by clicking the
Browse button and locating the file
on their computer. Prior to
uploading an attachment, users
must indicate that the
attachment does not contain
prohibited subject identifiers.

= |If an inquiry is returned to a user
due to attachment, user must
upload a new attachment that has
been fully redacted and does not
contain prohibited subject
identifiers. Users should respond to
the inquiry requiring action and not
submit as a new inquiry

= Users may upload additional files
by clicking the +Another button.

= By checking the Non-digital
checkbox a message displays with
instructions on how to submit
non-digital documentation.

Version: 4.0
Effective Date: 0INOV2020

Inquiries Requiring Action Step 2

=fia, Wayne Aooney  Sign Dut

pp"' PIP __:!’-———
= P— . o - ]
o Inquiry Amparting Assources T
Follow-up Inguiry
The Protocal Inquiry Fiatrm i designed fr 8 SScurs and easy way 63 SUBMIE and rACk Your protacal Inquins.

| 1| Select Qutstanding Inquiry

3 | Aeview &Submit |

15:35E0T200ec 2012 [15:35 GMT-5 20 Dec 2012)

«PIF Information

Tim Canill <tim.cahilifppdl.cam> O Wayns Roansy <ppdi_sulfvalcral.came

Protocol #: P123 2PIF #: 503

Sponsor: Tviald Site #: 101 [CTHS #: 1-15ZZAKM]

PI: Ruchard Mantgamery Site Telephona! 3358531500

Country: Usa b 4 .

oo Comments and questions from the
Study Coordinator: Burt Banks .
2 PM/CTM/MM/Sponsor area displayed here.

Subject Status Randomized

Fax Mon-digital Flle(s): Upite

Urgancy: Mot-Urgent Inguing Inclusion/Exclusion

Inquiry Description: PIF-FU 3.3

Response from PM: Tim Cahill 15:37 EDT 20 Dec 2012 [15:37 GMT-5 20 Dec 2012]

Comment: PM placing inguiry into Pending SU

Follow-up Comment

Comment:= [ :|
Enter the mandatory response
here. This field has a 2,000-
= character limit. The spell check
Cracksming c:
feature and the ability to attach
Upiload Flle(s): L3 nnothf.r

[ry— documents are also available.

F, fout they are nat in digital Sarm. |

Hame | Help | Suppart | Frivacy Statement

= Top

Aepraductian of any of the matarial cantainad harein in any Sarmat or madia withaut the sxarass wiittan parmiszian of FRD Inc. ks prafitited.

T 2012 Pharmaceutical Product Development, LLE. Al rights reserved,

PPD Proprietary and Confidential
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» The Reselect button returns the Inquiries Requiring Action Step 3

user to the Inquiries Requiring

Action Step 1 page. o, Wayne Raonsy Sign O
icki i e —E
After clicking the Review button, the prPo
Inquiries Requiring Action Step 3 il msering Rasources L
page will appear. Follow-up Inquiry
. . ‘The Pratocal Inguiry Pistianm s designad for & secune nd easy waly t0 SUBMIE and track your pratocal inguiries.
= Users must click the Submit
| 1 Salact Qutstanding Inquiry / 2 Raspond ta Follow-up Raguast
button for the submission to be
@PIF Information 15:35EDT 20 Dac 2012  [15:35 GMT-5 20 Dac 2012)
COmplete. The inquiry StatuS Wi" Tim Cahill <tim. cahill@opdl.cam Wayns Roaney <ppdi_sul@valcral.cam s>
Protocol #: EFIP123 =PIF #: 503
Change tO Completed and the inquiry Sponsor: Vaid Site #: 101 [CTHS =: 1-152ZRAKM]
PI: Richard Mantgamery Site Telephona: 3355531500
will be removed from the Inquiries country: uza ste Fax: 5531509
L. N Study Coordinator: Burt Banks
Requiring Action Step 1 page. Subject Status S— Subject 10: av
. Fax Non-dightal Flle(s): i Uploaded Flie[s):
= The Edit button allows the user to .
Urgancy: Not-Urgent Inguiry Typa: Inclusion/Exciusion
return to Step 2 to make changes. i TR
Response from PM: Tim Cahill 15:37 EDT 20 Dec 2012 [15:37 GMT-5 20 Dec 2012]
Comment: PM placing inguiry into Pending SU

Please Review

Comment: The subjct has been taking an sxciusiznary madicne.
Fax non-dightal file ()
Uploaded Flie(s): ] =FrF.comx

Click “Submit” to complete and submit inquiry.

Hame | Help | Suppart | Pk
Ri=productian of amy of the material cantained hensin in amy Sarmat or media withaut the express wiitten permission of PRD Inc. is prohibited.

) 2012 Pharmaceutical Praduct Development, LLC. AN rights reserved,

By clicking the Submit button in Step Inquiries Requiring Action Completed
3, the Follow-up Inquiry

Completed page will appear. PP I ————

= Two types of submission dates will s

Halio, Wayne Aoaney  Sign Dut

= 1 Inqui rth . [e3]
ratocol Inguiny Raparting Resaurces fC

be displayed: EDT and user’s time "
Follow Up Inquiry - Completed

The Fratacal Inguiry Piattanm i designed fr a secure and easy wary t SUBMI and track your pratocal inquiries.

zone.

Successful submission!
At 15:23 EDT 01 Feb 2013 [15:23 GMT-5 01 Feb 2013]

= Click the link URL link can

Thank you for your submission!
download a PDF copy Click the link below to download & copy for your records.
- Review Another Outstand i ng - hittp:/warli=pipas 202 americas. ppdl. bocal’/DownlaadPLF. ash7id= 503_20121220

= ta repraduce this

Simase note That you ane d at amytime via the reparting page.

button will navigate the user to the

Inquiries Requiring Action Step 1

= Tag
Hame | Heln | Suppart | Privacy Statemant

page . Rennaduction of any of the maatarial cantained harsin in amy Sanmiat ar madia withaut the sxpress wiittan parmissian of PRD Inc. ks prahibitad.
' 2012 Prarmaceutical Praduct Development, LLE. ANl rights reserved,

= Back to Home button will

navigate the user to the Site User

Dashboard page.

Version: 4.0
Effective Date: 0INOV2020 PPD Proprietary and Confidential Page 10 of 17
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Check Inquiry Status

Users may click the Check Status
icon or click the Check Status

sub-menu.

After clicking the selection, the Check
Inquiry Status page will appear. The
page displays all outstanding inquiries
submitted by or on behalf of (OBO)
the user. (Note: completed inquires
may be located under the reporting
page.)

= Users may search the inquiries by
filtering for Sponsor, Protocol, Country,
Site, inquiry # and Date or Date
Ranges.

= The display defaults sorting of
inquiries by Urgent inquiries on the
top and then by the time aged.

= Each column except the Actions
column may be sorted by clicking the
column header

* The default number of inquiries
displayed per page is 25. Users may
change the number to 10, 25, 50 and
75.

= Urgent inquiries are highlighted
with an ‘I’ symbol.

= The OBO column helps users
identify inquiries created on behalf of

(OBO) the site by PPD.

Version: 4.0
Effective Date: 0INOV2020

Check Status Menu

Protocal Tnquiry
Zubmit Mew Inguiry
Follow Up Inguiry

Check Status

Check Inquiry Status Page

Hello, Wayne Rooney Sign Out

Inquiries: Submission Status
The Protocol Inquiry Platform is designed for a secure and easy way to submit and track yi

To view responses to completed inquiries please go to the Reporting page.

PP cw
' Protacsl Tnquiry Reporting Search section used to filter for inquiries. 2

<81 inquiries.

PEEGEACH

[ Al sponsors  [=]| [ All Pratocols  [=]| [ All Countries  [=]| [ All sites [ From: |

ePIF #:

-—_

477

110 [CTMS #:

=vaid ePIP123 3 Ashuin ... test78912-6 06-Dec-2012
1-1627
§ 123 [CTMS #: _ L
454 zvoid 01-001 R Thomas ... AAA123 12-Dec-2012
101 [CTMS #:
496 | =zvoid EPIP123 ke Richard... 123 14-Dec-2012
1-162ZRKM]
520 =zveid epIP123 f:ﬁg’;\"}'{if’ Richard... 1234567 03-Jan-2013
527 |zvoid EPIP122 101 ICTMS #; Richard... 12 04-1an-2013
1-1822ZRKM]
531 =zvoid EPIP123 t?:ﬁ;;?}'{i;’ Richard.. 1234 05-1an-2013
[CTMS #:
548 | zvoid 01-001 122 121 Thomas ... 4585 07-Jan-2013
1-RGO5H4]
- " 110 [CTMS #1 L
555 zvoid EPIP123 Sl Ashuin ... 2v34z 07-Jan-2013
556 Void epIP123 ik Gl Ash 2345 07-Jan-2013
s5 Vi e Ashwin 7-1an
= 110 [CTMS #: =
557 zVoid epIP123 i Ashwin ... 2624352 07-Jan-2013
Results per page: 10 ~ - KM E
~y
c & ~ g
O 40 aa
New su PM MM sp

PPD Proprietary and Confidential

e | ]
B | o View !
S 8 view !
P A View !
N & view !
N & view !
Y & view 1
N ® View !
N A Vview !
N & View !
N & View !

4 5| Next Go: 1~

Page 11 of 17
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By double clicking the inquiry row or
clicking the View link, the system will
display the View Details of Inquiry
page.

= The pages displays the original
inquiry submission information

= The page also displays any follow
up requests and comments under the
original submission information. Each
subsequent comment includes the
respondent’s role, name, date, and
time of comment

= The Reselect button returns the
user to the Check Inquiry Status
page

Cancel ePIF

Any inquiry submitted by the user with
a status of “New”, may be cancelled on
the View ePIF Details page by
clicking the Cancel button. (Note:

Only "New” inquiries may be canceled.

If your inquiry has entered the
workflow of another user, please
contact ePIP Support to cancel
inquiry. Any attachments associated
with a canceled inquiry will be
deleted.

View Details of Inquiry Page
(not a NEW Inquiry)

a
Hello, Wayne Rooney Swn Oul

PPl

Original inquiry information

L Fratecal Inquiny Reporting Resources

View Delails OF Inguiry

The Protocal Inquin

arm is designed for a secure and easy way to submit and trg Brotacel inguiries.

| wPIF Information 07:26 ECT 08 Sep 2011  [08:26 GMT-4 0B Sep 2011]

Wayne Rooney <ppdi_sulfvalcrol.com=

Protocol #: ERTRIZ3 ePIF #: 274
Sponsor: 2vaid site 2 1-1622LA
rI: Asbian Patkar Site Telephone: 916683826
Country: usa Site Fax: 5156043002

Study Covrdinator: Donald Dreamer

Subject Status Pre-Serecned Subject T0: wrz
Fax Non-digital 1 ile(s): r

uUploaded File(s): ument.dec

ument2.pdf
Urgency: Urgent Inguiry Type:
Inquiry Description: The site is submitting an pre-screening inguiry. They would like to know if the subjects test results are exclu
sionary or if they can re-test at a later date. The site has attached supporting decumentation...

{expand]

Follow-up Request from PM: Tim X Cahill 07:34 EDT 08 Sep 2011 [08:34 GHT-4 08 Sep 2011)

Comment: The PM has reviewed the site's inguiry and determined it needs MM review. The PM enters comments for th
© MM that may be pertinent to the case and forwards the inguary bo the MM,

Follow-up Request from MM: David X Torres 07:35 EDT 08 Sep 2011  [08:35 GHT-4 08 Sep 2011]

Comment: The Medical Mo (MM} has reviewed the inguiry and would like sponsor input befora making a decision. T

he MM chooses to send to the sponsor and enters ther comments m s section.

Comments back and forth

. = Teo
Haome | Help | Privacy Statement

Reproduction of any of the matenal contained heresn in any format or media without the express witten permissien of PPD Inc. & prohibited.

View Details of Inquiry Page (New Inquiry)

Hello, Wayne Rooney Sign Out
PPD m

s Protocel Inquiry Reporting Resources

JER]
FecgRen

View Details Of Inquiry

The Protocol Inquiry Platform is designed for a secure and easy way to submit and track your protocol inquiries.

ePIF Information 20:23 EDT 20 Sep 2011  [21:23 GMT-4 20 Sep 2011]

Wayne Rocney <ppdi_sul@valcrol.com>

Protocol #: EPIP123 ePIF #: 279

Sponser: 2Void Site #: 1-162ZXLA
PL: Ashwin Patkar Site Telephone: 9196683826
Country: usa Site Fax: 9196843882

Study Coordinator: Donald Dreamer

Subject Status Pre-screening Subject ID: NAV
Fax Non-digital File(s): | [© Uploaded File(s):
Urgency: Not Urgent Inquiry Type:

Inquiry Description: This is an ePIP demo.

New inquiries may be cancelled.

Version: 4.0

Effective Date: 0INOV2020 PPD Proprietary and Confidential Page 12 of 17



Reporting

Users can click the View All Inquiries
(Reporting) icon or select the
Reporting menu to view the Reporting

page.

From the Reporting Query page, users

can view all user related inquiries

including closed/completed inquiries:

= Users can search for inquiries by
choosing from the drop down lists by
sponsor, protocol, country, site, etc.

= The default listing of inquiries is by
submission time with the oldest
inquiry displayed on the top.

= Users can sort by clicking each column
header except the Actions column.

= The default number of inquiries
displayed per page is 25. Users can
change the number to display 10, 25,
50 or 75.

= Users can export all records returned
for the query (all pages) by clicking

the Export menu and selecting either
PDF for copies of each individual

record or Excel to export a listing

report of all records.

= Users can export single or specific
multiple Inquiries into PDF format or
Excel format by selecting the check
box in front of each record.

= Users can select all records displayed
on the page by ticking the check box
at the top.

Version: 4.0
Effective Date: 0INOV2020

Reporting Icon

View All Inguiries {Reporting)

&

Reporting Menu

Reporting

Reporting Page

Enter search/filter criteria:

Sponsor, Protocol, Country,

Site, etc. |
Reporting Query
Please select one or more of the following options.
[l Sponsors =l [All Protocols =l [All Countries =l [Allsites W rom: | ) 10: | |

[AN Request Decisior=] [All Inquiry Status =] [AllInquiry Types =] [Subject Disposition =] [Attachment

[Past Deviation Acknowledged =] oypy. |

=] [workflow Role ;ll

Total: 10 Urgent: 4 Not Urgent: 6

bmitted Inquiry
ate s

— N e
E . e Select “All” inquiries
[ ] glspll_a ed or}11_t is page
clicking this box.

Mlss:  Research .. | PIPPEDSS Y g d-1an-2013 | Visit Scheduling

652 Research.. PIPPED9S7 ,12% Brain May NAV 24-Jan-2013  Inclusion/Exclu...

r|esa_ | Research ... | prrreposy L2202 e aq13 | Protocol Clarif

clee i o Selectmultiple or individual o

= Criteria

[ ]ess Research ... | PIPPEDSS s L PITI

,Becords by clicking individual
XesS..

les7  Resesrch.. pppeDaay 0! Sarah 4 aoane6 25Jan-2013  Inclusion/Exclu..
[CTM...  Leigh

lese  Research.. pippepser 1292 By av 25-Jan-2013  Inclusion/Exclu...
M. | il

[ |s70 Research ... PIPPED9E7 ,‘2% Brain May NAV 25-Jan-2013 Inclusion/Exclu...
1014 Peter

672 | Research .. | PIPPED987 | _ 1014153 25-Jan-2013 nelusion/Excl

e Researc IPPEDS! e T 0 Jar Inclusion/Exclu.

676  Research.. PIPPED9S7 ,12%14 Brain May 1011594 25-Jan-2013  Protocol Clarif...

Results per page: |25 =

o & N 8
© [V aa v B
New su MM sp  Complete Canceled
¥ Sponsor cq d

Chootsie (tihe ?umger of b
records displayed per page
selecting: 1%, ¥5, 5% onP 7§ i

PPD Proprietary and Confidential

- Wiew
v ew
v View
@ View
Qv View
- View
- view
vy iew
- View

Click “Export” and then select
PDF” to export copies of each
record or Click “Excel” to
export a listing report.

Page 13 of 17
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View Details on
Page

Users may view an inquiry by double

clicking the inquiry row or clicking the

View link. The system will then display

the View Details of Inquiry page.

= The display includes all inquiry details

to date.

= The page also displays any
subsequent follow up requests and
comments beneath the original

submission data.

If the inquiry status is Complete,
below the inquiry submission

information, details of the final

resolution are displayed. If the inquiry

status is Cancelled, the user name

Inquiry

View Details Page — Open ePIF

" Protucol Inguiry Repurting Resuurces

View Detalls Of Inquiry

The Frot

eril Informatian

ol tnquiry Plasform is designed for & secure and easy way to submit and track vour protocol inquiries

Richard Montgomery <rmontgamery@valeral.coms

Protocel #: EPIP123

sponsor: id
PL: Richard Montgomery
Counlry:

study Coordinator:

subject Status Sereaned
Fax Nun-digital File(s):
Urgency: Urgent

Inguiry Description: Please provide more information

Follow-up Request from PM: Tim X Cahill
Commaent: Flease provide mere info.
Follow-up Reguest from SU: Richard Montgomery

Response: Clarhed. Pleasse adase.

11:05 EDT 02 Oct 2001 [12:08 GMT-4 U2 O 2011)

ePIF #: 283
Site 2

site Telephone:

Site Fax:
Subject 10: 0001

upleaded File{s):
Inguiry Type: Frotodl Clarification

11:07 EOT 02 Oct 2011 [12:07 GMT-4 02 Ot 2011]

11:10 EDT 02 Oct 2011 [12:10 GM1-4 02 Oct 2011]

View Details Page — Completed ePIF

s erateesl Inguiry Reparting Resources

View Details Of Inquiry

The

[
reefinek

ol Inquiry Platform is designed for a secure and easy way to submit and track your protacel inguiries.

ePIF Information 10:05 EDT 25 Jan 2003 [10:09 GMT-5 25 Jan 2013]

David Beckham «david.beckhar

Protocol #:

1> OBO Kevn Clark <15881tes!

and the date and time of the
cancellation is displayed.

= Users may export a PDF copy or select
the Back button to return to the

previous page.

sponsor:

PI:

Country:

Study Coordinator:
subject Status

Fax Nun-digital File(s):
Urgency:

Tnquiry Description:

FIPFEDS07 ePIF 2: 672

Ressarch Corp Site #: 1014 [CTMS #: 1-169
Peter Jennings Site Telephune: §552771861

France Site Faw: 5552851620

Martha White

Seresned Subject I0:

= Upluaded File{s}: ipload document?, pf
Urgent-Other Inguiry Type: Indusion/Exclusion

Site would hike to confirm f patwent 5 ehgable for randomization, considenng that the ECG results showed
atrial fibrillation (is it considered arrhythmia)? The patient does not have any symptoms and i...

[expand]

Response from PM: Penny Lane
Camment:
Response from MM: Eleanor Righby

Comment: ECG ri

© not excusionary.

Response from Sponsor: Carla White

Comment:

Response from MM: Eleanor Rigby

10:11 EDT 25 Jan 2013 [10:11 GMT-5 25 Jan 2013]

Flease review this question from the site and provide your comments as soon as possible.

10:12 LOT 2% Jan 2013 [10:12 GMT-5 25 Jan 2013]

101% EUT 25 Jan 2013 [10:19 GMT-5 25 Jan 2013]

I agree the ECG results are not excusionary. The patient 15 okay to be randomzed and dosed.

10:35 EDT 25 Jan 2013 [10:35 GMT-5 25 Jan 2013]

PPD Respunses: The sponsor has confirmed the ECG results are not exclusionary. The subject may be enrolled i all other L/E criteria
are met.

Past Deviation Acknowledged: No

Mat Appheable

Response Decision: Approved

Subject Dispositivn:

txport | wack |
Resolution details are displayed

Click Export to export a PDF copy. Click
Back to return to the previous page.

Version: 4.0
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FAQ FAQ Menu

Resources
Users can click the Resources-> tab and
FAQ
choose FAQ from the menu or click the

Training Materials

Help link in the footer to enter into the

FAQ page. In the FAQ page, users can

view the user manuals. Help Link

Home | Help | Support | Privacy Statement

Version: 4.0
Effective Date: 0INOV2020 PPD Proprietary and Confidential Page 15 of 17
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Training Materials

Users are required to review and
acknowledge any new training material
before proceeding in the system. The
Welcome to the Training Page
displays upon successful log in and lists
all required training material. Users
may then click the Training Material Link.
A new window opens displaying the
training content. Users must click the
box acknowledging they understand the
document and/or have completed the
training item. Finally users click the
“Proceed to home Page” after all
required training is completed. Users
may refer back to the training material

anytime through the Resources menu.

Users may click the Resources tab and
then select Training Materials from
the menu to access the Training

Materials review page.

The Welcome to the Training Page
displays all training items available to

the user based on their user role.

ePIP Training Materials Page

m’ «PIP e
P m—"Click the link to display the
training material. W

Welcome to Training Page

Proceed to home page

Heme | Help | Sugport | Privacy Statemen

Tick the box to e
completion.

Proceed to home page after all
required training is confirmed.

Training Materials Menu

Resources
Fac

Training Materials

ePIP Training Materials Review Page

PPD

Welcome to Tralning Page

& Protocol Ing = s d for & secure and eas &y o submit and track your protocal nquiries
e Traiing HaterialUnks [Version | Ackmewtodied Tows | tmise |

Proceed to home page

Version: 4.0
Effective Date: 0INOV2020 PPD Proprietary and Confidential Page 16 of 17



Session Time Out

If the user remains inactive in the
system, the user session will time out.
Users may click the login link to return

to the login page to sign in again.

When there is less than 5 minutes left
before the session times out the system
will provide a pop up warning to notify
the user. Click the Cancel Session

Time Out button to reset the timeout.

Version: 4.0
Effective Date: 0INOV2020

Session time out notification (session
lost)

Timeout. <]

Your session will time out in 200 seconds.

Please login again.

Session time out notification (warning)

Timeout. %]

Your session will time out in 300 seconds.

Cancel Session Timeout

PPD Proprietary and Confidential
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