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Welcomel!

A few things to go over before we get
started...






Medidata Rave Overview

Medidata Rave and EDC
User roles

Query management
PPD monitoring in Rave

Resources



What 1s Medidata Rave?

Industry-leading electronic data capture
(EDC) and management platform for the
capture, management and reporting of
clinical, operational and safety data.

—Hosted on-line with a web-based interface




Medidata Rave — What and Why?

SCHARP has selected Medidata Solutions as our
partner for EDC (Rave).

Medidata Rave Features Include:

- Sites can enter data straight from source document into Rave

- Sites can check and resolve errors, inconsistencies, missing data,
etc., in real time at the point of site data entry

-Communication, query guidance applied by DM to sites directly
within Rave (rather than via email)

- Audit trail captures all changes made to an eCRF within Rave




Why Electronic Data Capture (EDC)?

. EFFICIENT DATA o REGULATORY
DATA ACCURACY ORGANIZATION MANAGEMENT DATA SECURITY COMPLIANCE
¢ Real-time data & ¢ User-friendly ¢ Data entry at sites ¢ Data protected ¢ Validated system
consistency checks navigation * SDMC data entry e Data backed-up e Data integrity
¢ Legible entries ¢ Search and filter process ¢ User and role- e 21CFR Part 11
¢ Automatic options ¢ Real-time data specific permissions (Electronic Records,
calculations ¢ Unified database access Electronic
¢ Better data * Reports ¢ Unified database Signatures)
management quality e Greater visibility * Less time managing * Electronic source
performance queries data verification
(monitors)

¢ CDISC standards

¢ Submission-ready
data

SCHARP
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Medidata User Roles

There are 2 types of Rave site user roles:

Clinical Research Coordinator Principal Investigator
Add participantsinto Rave Responsible for the
Enter data overall conduct of a
Log adverse events and study
unscheduled visits Review and sign eCRFs
Edit saved data Respond to queries
Answer queries Enter or edit subject data

User roles are based on user function within
Rave. They do not necessarily correspond to a
CRS role.




Rave Navigation

To access Rave, first log into the iMedidata
Portal

iMedidata portal will :: medidata
provide access to all types of e ‘
studies implemented at a password
site for which you have access
(e.9., HVTN, MTN, HPTN) e

Language [Engish ]

@ SCHARP



Rave Navigation

#:medidata 8 rep-
Lo Studies (2) a Tasks
You have zero (0)
apps. Look hel Invitations (0)
apps linked to
Sites, No Pending Invitati ‘
you work i
My Inf h

Rave EDC Essentials for Cl
inical Research Coordinat

Sites (2) Q

SSSSSSSSSSSS

 Once In the IMedidata Portal, select the study
that you wish to access.

 Required e-Learnings database invitations are
located on the right side under the “Task” pane.




Rave Navigation

Once MTN-030 is selected, you will be prompted to
select your Role (Investigator or CRC) before
your home page displays.

b scHARP

Role Selection

Please select a role from the list below.

Continue




Rave Navigation: Site Home Page

CRS

n iMedidate [ Messages MyPrefle @ Help i) Home E’ Logout

TRAlN User: Jennifer Berthiaume Clinical Data Manager (Data Manager)
i |OMTN030| 4 Pittsburgh CRS

Sutject :I p  Task Summary: Site Subjects

Advanced Search (5 Lahs > @ Reiing Signaure s

Subject ) Requiring Translation i

8 102474817 > g(}pen Queries )
f TR Participant (PTID) List P O Answered Quees a
Page | P ( ) " » > > ® Requiing Review Task Summary "
(> @ Ready for Entry Lock )6

lcon Key > @ Ready for Data Lock oo
§ Icon Key B (@) Cancel Queries 778

SCHARP
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lcon Key

Study Status Deferred Site Status Deferred

Gk

= Requires First Pass DDE
Faolder not available to the user &1 Add Marking

=

Requires Second Pass DDE
Folder

Task Summary Pop Up Requires Reconciliation DDE

J% Site () Mever Touched O Incomplete

3 Studies s Complete Oy Requires Verification
(3 Study & Locked @ Requires Review
2 Subject & Entry Lock (@ Query Open

B Subject in doubt 4k WNot Conformant @ Answered Query
[] Form #@ Inactive # Requires Coding
{3 Site Group () Overdue # Requires Signature
ivi Home [] Sticky Motes de  Out of Range High
] Comments = Data Changed = Out of Range Low
F  Edit Protocol Deviation .@. Requires Translation
z

| [2

i

o

Requires Coder Coding

Close Help Window -

SCHARP
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lcon Progressions

Mever Touched

[

b

Mot Confarmeant

Entry

Incomplete

0 5O
- Data Data

En

Query
Open

Response

Complete

o
¢

Close

Answered
Qluery

Entry Lock

<2 © —©

Hequgs

Yerfication

Locked

&

Reguires
Review

SCHARP
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Task Summary

Shows any pending tasks associated with the
study based on user role

Pending tasks are items needing prompt attention:
Requiring signatures
Non-conformant data
Open queries
Overdue data
Site and Participant level

@ SCHARP



Task Summary: Site Level

SDHARP TRAIN n iMedidata [ Messages My Profile % Help 7% Home H Logout

 FRED MUTCH User: Jennifer Berthiaume Clinical Data Manager (Data Manager)
e [(IMTNO30
Subject | ol "V Task Summary: Site Subjects

Advanced Search & Labs B> #* Requiring Signature 4rf
Subject [> ) Requiring Translation o8
2 821155688 B> (@ Open Queries 05
5 521613133 [> @ Answered Queries 105
A 821624636 [> @ Requiring Review 00
£ 821865211 B> @ Ready for Entry Lock 406
Page 1 << < Pagelof1 » == |[» e Ready for Data Lock o8
[ ® Cancel Queries 23

lcon Key

SCHARP
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Task Summary: Site to Participant Level

W Task Summary: Site Subjects
[ # Requiring Signature 128
> 4k NonConformant Data 1
> (2) Open Queries 102 F
> () Overdue Data 238
WV Task Summary: Site Subjects
[> # Requiring Signature 128 G
W 4k NonConformant Data 18
123
123164230
123222497
123398276
123456789
123860572
123CATBE8888
123JEN123
14JUL2016
2016JUL14
6043
W Task Summary: Subject Pages
[> # Requiring Signature 38
7 4k NonConformant Data 15
Pre-Screening-Pre-Screening Outcome
1
[> (2) Open Queries 13
(%) Overdue Data o8

SCHARP
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Task Summary: Site to Participant Level

" Task Summary: Subject

[> # Requiring Signature

¥ 4k NonConformant Data
Pre-Screening-Pre-Screening Outcome

Pages
30
108

D scHARP

REVIEW

(7l Pre-Screening
m Pre-Screening Qutcome

ﬂ iMedidata [ Messages My Profile % Help fi Home ﬂ Logout
User: Gina Escamilla Program Manager (Clinical Research Coordinator)

P e e e e

Subject: 123164230

CRF History

123164230 - Pre-Screening
Qutcome

123398276 - Pre-Screening
Outcome

999386382 - Date of Visit
999476848 - Concomitant
Medications

999476848 - Hematology
999117377 - Pregnancy Test
997932660 - Behavioral Risk
Assessmeant

997387553 - Behavioral Risk
Assessment

997387553 - Reasons for
Mot Enrolling

997387553 - Demographics
997156312 - Reasons for
Mot Enrolling

997156312 - Randomization
997156312 - Pre-Existing
Conditions Y/N

997156312 - Demographics
997156312 - Behavioral Risk
Assessment

999117377 - Behavioral Risk
Assessment

Page: Pre-5ci ing On - Pre-5ci ing
1. What was this prior participant's ASPIRE PTID?

2. Was the participant contacted to participate in HOPE?

? List in study binder states participant was not contacted. Please clarify.
Opened To Site from CRA (12 Sep 2018)

of ]
4. Did the participant conduct a screening visit for HOPE?
5. Did the participant conduct a screening visit as part of the .7

Printable Version View PDF  lcon Key
CRF Version 85 - Page Generated: 18 Sep 2016 18:10:05 Pacific Daylight Time

G s

DataEntryEmor v [3waed3zas | 4 5 B

®Yes ONo ® L
Yes & 7 B
MTN-025 main study . & Tl

Save Cancel

SCHARP
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Task Summary: Participant Level

O scHArP

REVIEW

n iMedidata [ Messages My Profile

% Help  f: Home

ﬂ Logout

User: Gina Escamilla Program Manager (Clinical Research Coordinator)

I . [ Ovmozs] st s 1] 2 1255507

Assessment

997387553 - Reasons for
Mot Enrolling

997387553 - Demographics

997156312 - Reasons for
Not Enrolling

SCHARP

st FRED HUTCH

CRF Version 57 - Page Generated: 18 Sep 2016 18:23:41 Pacific Daylight Time

S\ 123398276 Grid View

£3 Pre-Screening ) Participant Identifier

£% V1 - Screening (1)

£5 V2 - Enroliment (1) Visit Date WV Task Summary: Subject Pages

V3 - Month 1 (1) (3| V1 - Screening (1) 15 Jun 2016 (> & Requiring Signature wee

V4 - Month 2 (1) (3| V2 - Enraliment (1) 30 Jun 2016 el llonConformant Data Fi==N

£% Ongoing Logs (1) (B V3 - Month 1 (1) 15 Jul 2016 V (@) Open Queries 509
B/ V4 - Month 2 (1) 25 Aug 2016 V1 - Screening (1}-Vital Signs

CRF History V2 - Enrollment (1}-Participant Date of Visit

123164230 - Pre-Screening Ongoing Logs (1)-Adverse Experience

Outcome Ongoing Legs (1)}-Concomitant Medications

123398276 - Pre-Screening V1 - Screening (1)-Baseline Medical History

Cutcome 1

999386382 - Date of Visit [> () Overdue Data 705

999476848 - Concomitant

Medications

999476848 - Hematology | Add Event ... ~] [

999117377 - Pregnancy Test

997932660 - Behavioral Risk

Assessment

997387553 - Behavioral Risk || lcon Key



Task Summary: Participant Level

n iMedidata [ Messages My Profile % Help &% Home ﬂ Logout

REVIEW . . h o
w §aQ-H£RP User: Gina Escamilla Program Manager (Clinical Research Coordinator)

ApTEEEEEe—mEm |

£3 V1-Screening (1)
. . Subject: 123398276
2 Participant Date of Visi Page: Vital Signs - V1 - Screening (1) EN
[* Eligibility Criteria
D Demographics Exam date
ograp ? Datais required. Please complete.
[* Baseline Medical Hista Opened To Site from System (25 Jul 2018) Data Entry Errar v| [ ] | @5 W
YN [V] || |
[% Baseline Medical Histo
[ Pelvic Exam 1. Weight 295kg 2 5 H
E Physical Exam 2. Body Temperature B/C PR
# Vital Signs
[5] Concomitant Medicatia 3. Systolic BP 150 mmHg  o® § &l
YiN
D STI Tost Resul 4 Diastaolic BP 90 mmHg F |
est Results
[} Laboratory Results 5 Pulse 80 beats per minute . § T
CRF Hist 8. Respirations 70 breaths per minute . § ]
istory
123398276 - Vital Signs 7. Height 120cm R
1233982?5_' Participant Printable Version View PDF lcon Ke
Y Save Cancel
Date of Visit CRF Veersion 57 - Page Generated: 18 Sep 2016 18:31:39 Pacific Daylight Time
123398276 - Adverse
Experience Y/M
123398276 - Adverse
Experience
123164230 - Pre-Screening
Outcome

SCHARP
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Query Management within Rave

Data, clinical, and coding queries are applied, reviewed,
answered, and resolved within the Rave database.

There are two main types of queries applied to eCRFs within Rave:

'3) System Queries

Automatically generated and placed in real time by
Rave EDC when a page is saved with data that is
missing (left blank) or when a data point does not
conform to a pre-specified edit check.

2 Manual Queries

Opened by a SCHARP Data Manager, Clinical Coder,
or PPD Monitor upon manual review of the data for
& SCHARP clarification on or correction to a specific item.




Query Management within Rave

Use the Task Summary to identify open queries for all
participants at your site or for a given participant.

Participants, forms and fields with outstanding queries
applied will be designated with the “Query Open” icon - (&

(5 ol l[j MTNU25| - Test site 1 [8, 123169488
7 123169488 Grid Vi
£3 PreScreening ) Participant ldentifier

£% V1 - Screening (1)

8 V2 - Enrollment (1) Visit Date S/ Task Summary: Subject Pages

3 V3 - Month 1 (1) 3| V2 - Enrollment (1) [> # Requiring Signature

(3 Ongoing Logs (1) £%|V3 - Month 1 (1) 13 Jun 2016 [> 43 NonConformant Data

7 (2 Open Queries

CRF History V1 - Screening (1)-Vital Signs

123169488 - Adverse V3 - Month 1 (1)-Adverse Experience Y/N

Experience Y/N V3 - Month 1 (1)-Follow-up Visit Summary

123169488 - Date of Visit 1

B scrarp



Resolving Rave System Queries

Examples of System Queries:

1. Weight

7 Data is required. Please complete.
Opened To Site from System (18 Sep 2016)

(4]

2. Body Temperature
7?7 Data entered is out of range (> 42). Please correct.

|Data Entry Error V|

kg @ » <:| Missing Data Query

c @7 <:I Edit check Query

[Data Entry Emor _ ~|ABC | mmHg® 44 # <:| Non-Conformant Query

Opened To Site from System (18 Sep 2016) | Data Entry Error e |98_B
B |
3. Systolic BP
Query Text
1. Weight 55 Kg= ).

%

3. Systolic BP

2. Body Temperature

35C° 2 5 I

120 mmHg= # 7 &

SCHARP

Once the data field is
corrected and the page
IS saved, a delta symbol

will appear above the

item that has been
update, thelineis no

longer pink and the
guery icon goes away.




Resolving Rave System Queries

1. Weight

? Datais required. Please complete.
Opened To Site from System (18 Sep 2016) | Data Entry Error N kg @7 W

0 Optional site response to query

2. Body Temperature

? Data entered is out of range (> 42). Please correct.
Opened To Site from System (18 Sep 2016) Data Entry Error ~ |98.6 C il

O | Optional site resporise to query.

3. Systolic BP | Data Entry Error v |ABC  |mmHg® 4 & &l

NOTE: An OPTIONAL text field is provided beneath the
system query text to document clarifying information
regarding the data point or to request additional guidance

from SCHARP on query resolution.

@ SCHARP



Resolving Rave Manual Queries

Example of a Manual Query:

Subject: 123169438
Page: Adverse Experience Y/N - V3 - Month 1 (1)

Has the paricipant experienced any new adverse events or are there any
updates to previously reported AEs?

If Yes' I late the Ad Experience |

7 This item indicates that an AE was reported at this visit, however, no AE
log form has been completed for this participant. Please review this item

and update as applicable.
Opened To Site from DM (18 Sep 2016)

o] |

Subject: 123169438
Page: Adverse Experience Y/N - V3 - Month 1 (1)

Has the participant experienced any new adverse events or are there any
updates to previously reported AEs?

If "Yes', complete or update the Adverse Experience log.

“? This item indicates that an AE was reported at this visit, however, no AE
log form has been completed for this participant. Please review this item

and update as applicable.
Cpened To Site from DM (18 Sep 2016)

@ A corresponding AE log page has been completed for this participant.

Wid SCHARP

st FRED HUTCH

|Data Enfn‘.r Error v| 2N

®Yes (_No

Yes &F §F &l



Field Audit Trall

« All changes that have made to a specific item on an eCRF can be viewed

via the audit trail

« To access an item’s audit trail, navigate to the completed form and click

the data status icon.

« Audit trail within Rave will show each user who enters data, responds to

gueries, etc.

Data Point - Has the participant experienced any new adverse events or are there any updates to previou
update the Adverse Experience log.

Parent: Record - Adverse Experience %/MN

Biblings:

Data Point - Has the participant experienced any new adverse events or are there any updates to previously reported AES? If ™
Audit User Time
Query ‘This item indicates that an AE was reported at this visit,
nowever, no AE log form has been completed for this participant. Jennifer Berthiaume 18 Sep
Please review this item and update as applicable. ' answered with 'A (28 - 2016

corresponding AE log page has been completed for this participant.”  jberthiai@scharp.org2) 19:00:41
Site from DM).

User opened query "This item indicates that an AE was reported at Jennifer Berthiaume 18 Sep

this visit, however, no AE log form has been completed for this 29 - 2016
?ri?ricli]?r'?ﬂr;t Please review this item and update as applicable. * (Site iberthia@scharp.org3) 18:32:20

Jennifer Berthiaume 18 Sep
\User entered Yes (Y] 128 - 2016
S C H A R P jberthia@scharp.org2) 18:30:58

st FRED HUTCH




SCHARP Data Reviews

SCHARP Data Managers:

Review protocol endpoint data

Review and resolve answered queries
Place, review, and resolve manual queries based on ongoing data review

SCHARP CSA:

Reviews clinical CRFs such as AE log CRFs on an ongoing basis

Places, reviews, and resolves manual queries based on ongoing clinical data

review

& scHarp 26



PPD Monitoring - Source Data Verification (SDV)

DAIDS, SCHARP, & PPD review Study Monitoring Plan
to determine on which CRFs and fields to place SDV
boxes within Rave.

During site monitoring visits, PPD monitors use the Task
Summary on the Rave homepage to identify forms
required for review.

PPD monitors use SDV boxes to document their reviews
within the study database.

PPD monitors can place manual queries for the site to
review and address




Resources Within Rave

Resource Pane: bottom left-side of home screen

— Displays a list of internet links that are standard across
HVTN, HPTN, and MTN studies.

b scHARP
@ AE Gradlng Table V2 44 Translation Workbench “
) PDF Generator
- SCHARP Atlas portal A

Hide Aux Studies
Studi

- Female Genital Grading Tablevl ___  jame

. L;‘;“ﬂi;:gﬂ‘s (1 MTND25 (REVIEW)
i MTN025 (TRAIN
@ H PTN We bSIte 2 5;5374752 % MTN025(HUAT) )
- e | Sinemtin
o H VT N We bS Ite i ;:;234535 E‘B scharp eLeamings (TRAIN)
Fed | Pagen
- Male Genital Grading Table v1 e

B 807217513 lcon Key
Prod

« MTN website @y Tsas Newes

779329988
e

- Rectal Grading Table v1 150

761642079
& L)

Hesources:

AE Grading Table v2
NOV2014

Atlas portal

Female Genital Grading
Table v1 NOV2007

HPTN
HVTN
Male Genital Grading Table
v1 NOV2007

MTN

Rectal Grading Table v1
NOV2007

B scrarp



Resources Within Rave

IMedidata Portal: Help menu on upper right corner
provides access to these functions:

Help On This Page - Click to open Online Help for the
current application page in a new tab.

Knowledge Space Home — Click to open the top level Help
page in a new tab.

Show Me Videos — Click to open a new tab where you can
view a short instructional video about iMedidata.

Help center — Click to open a page that allows you to view
documentation and helpful tips as well as to report a problem

i mEdIdata I @ Help ~ I & Gina Escamilla (gina1113) -




Resources: Within Rave

Once within a study, you can click on the “Help” button
on any page to access information relevant to that

page.

g med idata Spaces

Search This Space

Getting Started in Rave EDC

Completing eLeaming requirements i..

About Rave EDC Navigation

About Subject Management in Rave E...
Adding Subjects to Study in Rave EDC
Viewing Subject Information in Rave.
Adding Events in Rave EDC
Working in Subject Study Grid View i...
Sharing Subjects in Rave EDC
Administering Subjects in Rave EDC

‘Working with Forms in Rave EDC

About Lab Maintenance in Rave EDC

About Markings in Rave EDC

About CRF Coding in Rave EDC

About Form and Data Adminisiration in..

About Rave Palient Dashboard in Rave..

About lcons in Rave EDC

About Rave Standard Reports in Rave .

Rave EDC FAQs

Troubleshooting Rave EDC

Rave EDC Video Library

Pre-release Knowledge Space (Staging)

Rave EDC (Staging)
About Subject Management in Rave EDC

Last Modified on Aug 11, 2016 | 0 Comments

comp\é‘l‘é‘(‘j‘ before a
used fo derive the si

can be added to Rave EDC. The fields on the primary form can be
name within the study. When the form is submitted, the new subject

(@ Note The sponsor defines the primary form's name and fields.

& ntnis article:

= Subject Home
= Restrictions fo Access Subjects

Subject Home

Upon successtully saving the primary form, the Subject home page opens. The Subject home:
page summarizes the information for each subject.

B

earch All Spaces (7 38 LogIn

English

Rave EDC FAQs

B

Content

by
label

There

is no
content
with

the
specified
labels

More about Subject Maintenance

Content

by
label

There

is no
content
with

the
specified

SCHARP
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Logistics

The following exercises are intended for site staff
who will be entering data and resolving queries
within Rave

If you do not have CRC access or have a user
account but wish to observe, you are welcome to
Jjoin your site colleagues

Don’t forget to save data!

SCHARP staff are available to assist as needed!
Ask us guestions during the exercises!

This Is for training purposes only!



WELCOME
TO THE
BETHESDA NORTH MARRIOTT

BETHESDA NORTH
HOTEL & CONFERENCE CENTLR
—

4 A

YOUR WIRELESS
NETWORK NAME IS:

MARRIOTT CONFERENCE
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p
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K
£
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http://thumbs.dreamstime.com/z/laptop-internet-connection-13344904.jpg

Log in to your iMedidata Account

* Log in to iIMedidata Portal (www.imedidata.com)

::medidata

| forgot my usemame or password

Trouble logging in?

= Take a Tour

Language


http://www.imedidata.com/

Access the MTN-030 TRAIN Study

Help ~ Melissa Peda (mapeda) «

Pre Release sign up for iMedidata will begin March 13, 2017 and end on March 20, 2017. Going forward, we will no longer be posting pre-release signups through this banner. To sign up for
this and future pre-releases, and to keep informed of other product release information, please subscribe to our 2017 product release newsletters through the Stay Informed page.

Apps

RAVE
EDC

scharp

RAVE
Architect Security

scharp

BALANCE

scharp

RAVE
Modules

scharp

Studies (so9)

@ MTNO30 (DEV)

Rave EDC
Rave Architect Security

Rave Modules

@ MTMNO30 (FUNCTE

5T)
Rave EDC
Rave Architect Security

Rave Modules

| U3U| ‘ Q
@ MTHNO30 (REVIEW @ MTHNO30 (TRAIN)
Rave EDC
Rave EDC Rave Architect Security
Rave Architect Security Rave Modules

Rave Modules

\_

Tasks

Invitations (0)

MNo Pending Invitations
eLearning (0)

Mo Pending eLearning

© Fred Hutchinson Cancer Research Center 37



Select applicable site within the TRAIN

TRAIN

ax | (IMTNO30

Find

B site Group

2% Annual Meeting
&t Birmingham RAVE
&t Pittsburgh CRS

b Test site 1
Page 1

lcon Key

[site v |

Advanced Search

¥ Include Sub Site Groups
Site Group
World
Waorld
World
World

%

Site Number
Annual Meeting
31788

1001

999123

[ Task Summary: Study

<< = Pagelofl = ==

© Fred Hutchinson Cancer Research Center
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Exercise #1: PTID Generation

Objective: Generate one PTID
1. Generate a PTID (hint: there are two steps)
2. Record PTID on a piece of paper



Exercise #1: PTID Generation

* Add subject

« Click “Save” on Participant Identifier
page

REV'EW [l Medidata [ Messages @ My Protile

‘% Help i Home Lﬂ Logout
User: Melissa Peda (Clinical Research Coordinator)

METmEmEmR e e

Subject Status:New|
Subject: New Subject
Page: Participant Identifier

@ s
Participant 1D:

[ |
Printable Version lcon Key

CRF Version 288 - Page Generated: 15 Mar 2017 12:42:31 Pacific Daylight Time Cancel

© Fred Hutchinson Cancer Research Center
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Exercise #2: Let’s enroll a participant!

Objectives:

To become familiar with...

 Randomization
 Form and folder dynamics
e System queries — viewing and resolving

* Use the PTID generated in Exercise #1
* Navigate to the V1.0 — Screening folder
* Navigate to the Demographics eCRF

Enter the Date of Birth ONLY and SAVE the form

System queries will trigger — we will come back and resolve
these!

© Fred Hutchinson Cancer Research Center
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Exercise #2: Let’s enroll a participant!

Subject 999672409 m s
Page: Demographics - V1.0 - Screening @ 7
Date of Birth 24DEC 1984 @ 5 B
Age Years @ 5
Sex at Birth
? Datais required. Please complete.
Cpened To Site from System (15 Mar 2017) Data Entry Error - - 2N
M
Ethnicity
? Datais required. Please complete. Data Entry Error - :
Opened To Site from Systemn (15 Mar 2017) L?) [ E

5 ) Hispanic or Latino ' Mot Hispanic or Latino

Race (mark all that apply)

American Indian or Alaska Native

Asian

Black or African American

Native Hawaiian or other Pacific Islander
White

Other race

¥ % % % % % N
BB B B B B E

Other race, specify:

Highest education level completed
? Datais required. Please complete.

Opened To Site from System (15 Mar 2017) Data Entry Error v o - @i H
9]
Mumber of children (live births) P |
Relationship status
7 Datais required. Please complete. :
Opened To Site from System (15 Mar 2017) Data Entry Error v o - BN

4]

© Fred Hutchinson Cancer Research Center 42



Exercise #2: Let’s enroll a participant!

« Navigate to the Eligibility Criteria eCRF within
the V1.0 — Screening folder

Did the participant meet all eligibility criteria...?” Yes
“If No, specify type of eligibility criteria not met: Leave blank
- “Was the participant enrolled? Yes

“Why was the participant not enrolled? Leave blank



Exercise #2: Let’s enroll a participant!

i s sz 2 sssrztn] vt scsenng] 0 v e

Subject 999672409

Fage: Eligibility Criteria - V1.0 - Screening 2
Did the participant meet all eligibility criteria? Yes 5 N
If No, specify type of eligibility criteria not met: P |
Was the paricipant enrolled? Yes 5 B
Why was the participant not enrolled? F
If eligible, but participant declined enrollment, specify reason P |
Eggmi:;igog;fgﬁg;alc?g 5?2017 10:11:58 Pacific Daylight Time

© Fred Hutchinson Cancer Research Center 44



Exercise #2: Let’s enroll a participant!

* Navigate to the V2.0 — Enrollment folder
* Navigate to the Randomization eCRF



Exercise #2: Let’s enroll a participant!

» Is the participant ready to be randomized? Yes

« Ignore system query (Balance will be linked to
Rave module and Randomization Date and
Time will automatically populate in live study
database)




Exercise #3: Enrolled participant — Follow-up

* Navigate to the V3.0 — Day 1 Folder
. Complete the Follow-up Visit Summary eCRF

Was this visit completed? Yes
- Visit Date 10 MAR 2017
- Was study product use permanently discontinued? No
- Did the participant exit/terminate the study? No
- Were any new AE reported at this visit? No
- Is the participant taking any con meds...? No
- Have any protocol deviations been reported...? No

- What study procedures were completed at this visit:
Select ‘Yes’ for the following:

Ring Adherence Assessment
Ring Insertion or Removal
Vaginal Bleeding Assessment

PK Specimen collection?
Select ‘No’ for remaining forms
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Exercise #3: Enrolled participant — Follow-up

[ iMedidata  [] Messages [ My Profile @ Help ) Home | Logoul
REVIEW User: Melissa Peda (Clinical Research Coordinator,

[ TG wmioso] s & sssarasos] 5300 ] & rtow-vp vt sumr

Subject: 999672409 2

Page: Follow-up Visit Summary - V3.0 - Day 1 27
Was this visit completed? Yes & Bl
Visit date 10MAR 2017 & 5 ]
Was study product use permanently discontinued (scheduled or early) at this visit? No & ¢ H
Did the paricipant exitterminate the study at this visit? No & § B
Were any new adverse events (AEs) reported at this visit? Ifyes, complete the AE Yes & 5 B
Log. i
Is the participant taking any concomitant medications that have not been previously Yes @ H
reported? If yes, complete the Concomitant Medications Log.
Have any protocol deviations been reported at this visit? If yes, complete the Protocol No @ 5 B
Deviation Log.
What study procedures were completed at this visit:
Ring adherence assessment? Yes 5 B
Ring collection? No @ ¢ B
S T w 2:n [N
Vital signs? 5

o No » v B |FR Y30-Day1
Physical exam? No @ 7 B > -
F Follow-up Visit Summa
Pelvic exam? No @ 5 B
_ _ [£] Pharmacokinetics
‘faginal Bleeding Assessment? Yes & H
Gram stain collection? No & 5 Bl D ng .ﬂ.dherence |
Pregnancytest? N @78 [7] vaginal Bleeding
CBC testing (includes platelets and differential)? No & § B ﬁSSESSmEnt [
: ; |
Serum creatinine, AST, ALT, or albumin test(s)? No 2 5 D ng Insertion and
Removal

Sex hormone-binding globulin (SHBG), serum progesterone, or serum estradiol No 5 E
tast(s)? £
HIV test(s) No @ 5§ B
STl test(s) (other than HIV)? No & § B
PK specimen collection? Yes & 5 &
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Exercise #4: Let's add an interim visit

« Navigate back to the participant’s homepage
 How do we add an interim visit?



Exercise #4: Let's add an interim visit

"’ imeagiaata =< messages U& My Hrotie "g Help gl nome {q Logouw
w §.E!IL£RR P REVIEW User: Melissa Peda (Clinical Research Coordinator
I 15 moso] = tese] 2 sooereo0 [ .
& 999572409 Grid View
(% V1.0 - Screening [& Participant Identifier
(% V2.0 - Enroliment
(8 V3.0-Day 1 Visit | pate 7 Task Summary: Subject Pages
= v4.0-Day 2 | [= 4" Requiring Signature Fins
5 v6.0-Day 3 [ 4k MonConformant Data o
£ V6.0-Day7 [ (2) Open Queries o8
(3 v7.0-Day 14 (> () Overdue Data gro
9 v8.0-Dayls
=) V9.0 - Day16
(= Discontinuations
= Ongoing Logs Add Event Interim Visit - | Add
(=] Pharmacy
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Exercise #4: Let's add an interim visit

* Navigate to Interim Visit folder

« Complete Interim Visit Summary eCRF

- Visit Date 13 MAR 2017

- Interim visit code: 5.1

- Was study product use permanently discontinued? No
- Did the participant exit/terminate the study? No

- Were any new AE reported at this visit? Yes

- Is the participant taking any con meds...? Yes

- Have any protocol deviations been reported...? No

- Reason for interim visit:
Check ‘AE report or follow-up’
Leave ‘return of ring or need for new ring’ and ‘other’ blank
Completion of missed visit procedures — leave blank
Select ‘Yes’ for the following study procedures completed:

- Vital Signs, Pelvic Exam, Pregnancy Test
Select ‘No’ for remaining forms

© Fred Hutchinson Cancer Researcl
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Exercise #4: Let’'s add an interim visit

B EUeLe L Mussags L My MU g ReIp g Auine g Luboul
REVIEW User: Melissa Peda (Ciinical Research Coordinator

Subject: 999672409

Page: Interim Visit Summary - Interim Visit (1) L
Visit date 13MAR 2017 & ¢ B
Interim visit code Data Entry Error - 5.1 &N
VWas study product use permanently discontinued (scheduled or early) at this visit? No & § ®
Did the paricipant exitterminate the study at this visit? No @ § W
‘[Vere any new adverse events (AEs) reported at this visit? If yes, complete the AE Yes # ;W

0g
Is the participant taking any concomitant medications that have not been previously Yes W
reported? Ifyes, complete the Concomitant Medications Log.
Have any protocol deviations been reported at this visit? If yes, complete the Protocol No 2 ¢ Bl
Deviation Log.
Reason for interim visit: (Mark all that apply)
AE report or follow-up ¥ #rrHE
Return of ring or need for a new ring # fH
Completion of missed visit procedures No & ¢ W
Ifyes, for which visit are procedures being made up? |
Other o
If Other, specify 25N
VWhat study procedures were completed at this visit:
Ring adherence assessment? No @ 5 W
Ring collection? No o § W
Ring insertion or remaoval? No & W
Vital signs? Yes @ § B
Physical exam? No @ § W
Pelvic exam? Yes & § B
Vaginal Bleeding Assessment? No @ 5§ W
Gram stain collection? No & 5 W
Pregnancy test? Yes @ 5 W
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Exercise #5: Let's resolve some queries!

*Navigate to Task Summary on your Participant’s
homepage



Exercise #5: Let’s resolve some queries!

SEHARP REV'EW n iMedidata [7 Messages @ My Profile % Help i Home a Logoud
e Aien User: Melissa Peda (Clinical Research Coordinater
e = R
3‘ 999672409 Grid View
3 V1.0- Sereening [& Participant Identifier
$ V2.0 - Enroliment
F V3.0-Dav1 Visit |Date W Task Summary: Subject Pages
= V4.0-Day 2 | [ Requiring Signature 50
_ 4 MonConformant Data
3 v5.0-Day3 B> & 1
S VB.0-Day7 [> () Open Queries 27
= v7.0-Day 14 [ () Overdue Data prt
= V8.0 - Day15
= v9.0- Day16
S Discontinuations
= Ongaing Logs Add Event ... » | Add
< Pharmacy
A Interim Visit (1)
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Exercise #5: Let’s resolve some queries!

« Navigate to Open queries
* Click on V1.0 — Screening- Demographics

W Task Summary: Subject

[= #* Requiring Signature i
[> 44 MonConformant Data 18
5 2 Open Queries o8

W1.0 - Screening-Demographics

W20 - Enrollment-Randomization
1

[ (&) Overdue Data o8



Exercise #5: Let’s resolve some queries!

« Navigate to Open queries
e Click on V1.0 — Screening- Demographics

W Task Summary: Subject

[= #* Requiring Signature i
[> 44 MonConformant Data 18
5 2 Open Queries o8

W1.0 - Screening-Demographics

W20 - Enrollment-Randomization
1

[ (&) Overdue Data o8



Exercise #5: Let’s resolve some queries!

* Resolve system queries that triggered on
following fields

Enter test data

Sex at Birth

Ethnicity

Highest education level completed
Relationship status

Do you currently have a primary sex partner?

Do not need to provide a response for updating system
gueries (Only if data will not conform to expectations)



Exercise #5: Let’s resolve some queries!

Ethnicity

7 Datais required. Please complete.
Opened To Site from Systemn {15 Mar 2017}

o ;

Subject 999704772
Page: Demographics - V1.0 - Screening

Date of Birth
Age
Sex at Birth

Ethnicity

Data Entry Error -
Z Hispanic or Latino @ Mot Hispanic or Latino

24 DEC 1934

Years

Mot Hispanic or Lating®
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Exercise #5a. Let’s resolve some queries!

« Let’s update a field

« What icon would you click to edit a
field? (e.g. data entry error)



Exercise #5a. Let’s resolve some queries!

* Click the pencil icon for ‘relationship
status’ and change response and
resave the form l

Relationship status

7 Datais required. Please complete. Married® p
Opened To Site from System {15 Mar 2017) arried® & § ®W

O Updated



Exercise #6: Ongoing Logs

Objectives:

e Learn how to update records in the
Ongoing Logs folder

* Practice entry of AE



Exercise #6: Ongoing Logs
* Navigate to the Ongoing Logs folder

 Adverse Events Summary: Yes
e Navigate to the Adverse Event Log eCRF

(3} Ongoing Logs i

2 A Sumr

[7] Adverse EventLog >

[} Concormi edicati
sSummary

[7] Pregnancy Report ani
History

[7] Protocol Deviations
Summary

[] Pregnancy Qutcome
Summary

[ Pregnancy Qutcome L




Exercise #6: Ongoing Logs

. Complete Adverse Event eCRF

Date reported to site = 13 Mar 2017
- Fill in description for AE
- Onset date = 12 MAR 2017
- Is the AE still ongoing? Yes
- Outcome Date Leave blank
- Severity Grade = Grade 1
- Relationship to study product = Not related
—~  Action taken with Study Product = Dose not changed

- Other action(s) taken — Check Medication (leave other items
blank)

- Outcome = Not recovered/resolved

- Is this a SAE = No

- Has/will this AE be reported as an EAE = No

- Was this AE a worsening of baseline medical condition = No
- Comments = Not related to study product

© Fred Hutchinson
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Exercise #6. Ongoing Logs

e Let’s add another AE
 Navigate to Adverse Event Log
« How do we add another AE?



Exercise #6: Ongoing Logs

=] Massages [ My Frotile Yy Help  4f Home [ Logout
User: Melissa Peda (Clinical Research Coordinator)

REVIEW
o Sl S e ] o e A

IMedidata

Subject 999672409 )
Page: Adverse Event Log - Ongoing Logs E
Date |, 4orce onset 15 e AE| 5 oo Severity RelationshipTaken taken Mewiprolonged Therapeutic Diagnostic Other a aEpe Y
#ireportedEvem (AE) Date still Date Grade toStudy  with Medicationhospitalization |procedure/surgeryprocedure D'therS ecifl_v Outcome Serious i ortedEA
to site ongoing? Proguct? Study o 2 H 2| ’ ﬁdverseaspan =
Product Event? EAE?
13 MAR BACTERIAL i Grade 2 dose not nat
12017 VAGINDSIS g{?ﬁ, =S - (Moderate REIREEE changed v - recoverediresolved B X -
Add anew Logline [lactivate
PDF lcon Key
CRF Version 288 - Page Generated: 15 Mar 2017 10:58:57 Pacific Daylight Time
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Exercise #6: Ongoing Logs

« Enter test date on Adverse Event Log
eCRF and Save form



Exercise #6: Ongoing Logs

After log line 2 has been entered and
saved, notice the Landscape view

« Let’s Inactivate a log line

A Medidata [ Messages [ My Profile % Help 4} Home [ Logou

REVIEW User: Melissa Peda (Clinical Research Coordinator
Subject 999672409 _—_—
Page: Adverse Event Log - Ongoing Logs G v
Action  Other ls this | 138 Or
Date |s the AE RelationshipTaken EIITE New/prolonged Therapeutic Diagnostic a pIEE
Adverse Onset Outcome Severity B ken - o Other, } AE be
#reported still to Study  with Medicationhospitalization procedure/surgeryprocedure | Other | Qutcome Serious
- Event (AE) Date : Date Grade 3 = = = specify reported
to site ongaing?| Product’sl  Study N 2 H H Adverse
Product one Event? eeL
© [EAE?
13 MAR BACTERIAL 12 Grade 2 dose not not
Y2017 | vaciNOSIS ggﬁ Yes - (Moderatey OLREIAEd |\ qed v - recoverediresoived ° MO
10 MAR| INCREASED 10 12 MAR | Grade 2 dose notf
2 2017 |ALT 215‘\1'_\’? Mo 2017 (Moderate Mot Related changed v _ recoverediresolved Mo Mo
Add a new Log line Inactivate
Printable Version View PDF lcon Key
‘CRF “ersion 298 - Page Genersted: 15 Mar 2017 10:52:08 Pacific Daylight Time @
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Exercise #6: Ongoing Logs

ol E R e

| subject: 999672409 _
Page: Adverse Event Log - Ongoing Logs D 4
scion | 21" s e er
Relationshi i i i
Date S Onset Is the AE Outcome Severity elations lDTz_lken liaken - Newa_‘prqlorjged Therapeutic Diagnostic Other. a ) AE be If
#reported still to SMUY_ with Medicationhospitalization |procedure/surgeryprocedure | Other o Outcome Serious B
. Event (AE) |Date . Date Grade @] = = paly specify repore
to site ongoing? Product’sl  Study Nane 2] 2l 2] :\\d«'erseEls an
Product Event? EAE?
13 MAR BACTERIAL Grade 2 dose not not
L 2017 VAGINOSIS g{)ﬁﬁr = - {Moderate HEIREER changed “ - recoverediresolved i B N
10 MAR| INCREASED 12 MAR | Grade 2 dose not
22017 ALT g{?ﬁ' Mo 2017 (Moderate Mot Related changed‘/ _ recoverediresolved| Mo Mo _
2 » IMACT_L - Log line not required « | Inactivate Cancel
Printable Version View PDF Icon Key
CRF Version 288 - Page Generated: 15 Mar 2017 11:00:28 Pacific Daylight Time
iMedidata [ Messages L‘;_l. My Profile
REVIEW o

% Help 4} Home lﬂ Logout

User: Melissa Peda (Clinical Research Coordinator)

[ Tnmoso] s 2 ssos72406] 5 ongoing Loge] T s ver oo |

| Subject 999672409

Page: Adverse Event Log - Ongoing Logs } v
Action L?"."" Is this | H3s Of
Date Is the AE RelationshipTaken BITA Mewi/prolonged Therapeutic Diagnostic a [l CT If
Adverse Onset © Outcome| Severity - taken - _p - _g P g Other, . AE be
#reported till to StUdF_ with Medicationhospitalization procedure/surgeryprocedure |Other o QOutcome Serious
N Event (AE) |Date . Date Grade @] pric = = specify reported
to site ongoing? Product?l  Study N 2 i i Adverse nu
ane = =2 =2 as an
Product Event? EAE?
13 MAR BACTERIAL = Grade 2 desanot Aot
1 MAR | Yas - Mot Related o - Mo Mo -
10
10 MAR| INCREASED 12 MAR | Grade 2 dose nof
2| 2017 AT g‘la\ﬁ Mo 2017 (Moderate Mot Related changed v ) _ recovered/resolved Mo Mo _
Add a new Log line Inactivate Reactivate

Printable Version View PDF Icon Key
CRF Version 288 - Page Generated: 15 Mar 2017 11:01:00 Pacific Daylight Time
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