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INTRODUCTION

The Clinical Trials Monitoring Service (CTMS) was established in 1979 by the National Cancer

I nstituteds Division of Cancer Trapy Bvaloadon Progeamd Di a ¢
(CTEP) to monitor (primarily) Phase | oncology drug trials sponsored by CTEP. CTMS monitors trials

for patient safety and protocol compliance with a combination of patient data review, site visits, audits,

and cooperative site vigibservation.

One component of CTMS is a central data management facility that maintains a consolidated database of
the clinical data resulting from these trials. Because of the large volume of patients, and to facilitate
crossprotocol analysis, in 1986TEP developed a standard set of Case Report H&RIBs)to be used

to submit study data to CTMS. The CRFs were supplemented with a compatible set of file specifications
for submission of data electronically andamputemprogram (ACES®) for local datzapture.

As the nature of oncology studies has evolgedhas the content of the forms. In an effort to improve the
consistency of data collection acr@siarge number of institutions and treatment modalitiesNdtgonal
Cancer Institute (NClhas designateiMedidataRave® as the recommended electronic data collection
(EDC) method. The standard CTMS CRFs have been revised to improve both the functionality and
usability of the eCRFs in Rave®.
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GENERAL CONSIDERATIONS

These fSasaendrRaerpdor@ For mso were designed to incorpec
generally required to make a full record of clinical data relevant to oncology trials. CTMS requires the
submission of all data needed to fully document patientbdligi and clinical treatment, particularly

including the results of any protoegpecified tests and procedures. All clinicalgnificant data should

be reported, andanopennded Acomment so form is availabtle for
the CRFs. Since one of the purposes of clinical trials is to look for unexpected effects, CTMS encourages

the submission of atllinically significant datathis might be invaluable for retrospective analysis.

Case Report Forms in Rave® are arrangealseries of folders called a Matrix. The followinguist of

folders and formdhat define thegeneric matrix for th&€TMS eCRF Global Library of Rave®:hese
folders and forms are found on the left side of the winddve. generic matrix will beustanized to meet
protocol requiremestfor treatment and followip as defined in the study calendBine Enroliment form

is not located in any folder on the left panel, but rather is displayed on its own to the right of the matrix of
folders.

Generic CTMS Matrix

= ENROLLMENT
B Histology and Disease
B Administrative Enrollment
B Eligibility Checkilist

| BASELINE FOLDER

B Baseline Medical History

B Prior Treatmen(if applicable)
3 Prior Therapy Supplement
3 Prior Radiation Supplement
3 Prior SurgenSupplement

B Adverse Baselin&ymptoms

B Comments

= TUMOR MARKERS
B Tumor Markers

= BIOMARKERS
B Biomarkers

iMedidata/RavBl User GuideVersion 1 6 Versionl. Date:01 Aug2013
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= LESIONEVALUATIONS
B New Lesion Presence
4 LESION
B On Study Lesion Descriptions and Ongoing Evaluations

| LOGS CMT TR1 VST SR
B Vital Signs
B Serologyi Pregnancy Skin and Stool Tests
B Concomitant Measures/Medications
E Transfusion

= PHYSICAL EXAM
(1 PE(with date)
B Physical Exam

= COURSEX (one folder per cours& = course numbegr
Course Initiation

Drug Administration
Adverse Event Presence
Adverse Events

Comments
Pharmacokinetics Samples
PharmacokineticResults
PharmacBynamics Samples
PharmacogenetiSamples
Urinary Excretions

Course Assessment

[ [ [ [0 [ [ ) ) D)

= LAB: LITERAL
B Literal Laboratory

= LAB: UNANTICIPATED
B Unanticipated Lab

= LAB: HEMATOLOGY
3 HM (with date and time)

E Hematology Lab

iMedidata/RavBl User GuideVersion 1 7 Versionl. Date:01 Aug2013
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= LAB: BLOOD CHEM - HEPATIC
(3 BCH (with date and time)

B Blood Chemistryi Hepatic Lab

= LAB: BLOOD CHEM - RENAL
1 BCR(with date and time)
B Blood Chemistryi Renal Lab

= LAB: CHEMISTRY PANCREATIC/THYROID & CARDIAC
1 CPC(with date and time)
B Chemistryi Pancreatic/Thyroid & Cardiac Lab

= LAB: OTHER SERUM CHEMS
(3 SC(with date and time)
B Other Serum Chemistry Lab

=) LAB: RED CELL INDICIES
1 RC(with date and time)
B Red Cell Indices.ab

= LAB: BONE MARROW
(1 BM (with date and time)
B Bone MarrowlLab

= LAB: BLOOD GASES
(3 BG (with date and time)
E| Blood Gases Lab

= LAB: IMMUNE PARAMETERS
(3 IP (with date and time)
B Immune Parametetsab

= LAB: OTHER URINALYSIS
1 OuU (with date and time)
B Other Urinalysid_ab

= LAB: RESPIRATORY FUNCTION
(1 RF(with date and time)
B Respiratory Functiohab

iMedidata/RavBl User GuideVersion 1 8 Versionl. Date:01 Aug2013
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= LAB: SERUM ELECTROPHORESIS
1 SE(with date and time)
B Serum Electrophoresis Lab

= LAB: URINALYSIS
1 US(with date and time)
E UrinalysisLab

= LAB: URINE IMMUNE ELECTROPHORESIS
(1 UE (with date and time)
B Urine Immune Electrophoresis Lab

= PROTOCOL LEVEL
B Study Conclusion
= CORRELATIVE STUDIES
1 CS (with CTEP ID)

E| Correlative Studies

1  OFF STUDY

Off Treatment/Off Study
Follow Up

Death Summary

Late Adverse Events

(7| [0 [0 [

,‘Note: A Protocol Status Update form must be submitted promptly to the CTEP Protocol
Information Office when a study is activated and any timesthéystatus changes.
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OVERVIEW

1. Access to studies iRave®will be granted bynvitation to the study staff.

2. Trainingin Rave(eLearning)is accessed throughedidata,whichis based oryour assigned rolg),

3.

and must be completegrior to obtaining access BBDC. Once an elLearningoursehas been
completed it does not need to be repeated foeszcto other gties.

All subjectgpatientsmust be centrally registered prior to treatment and data entry int®RaMee
selectedegistration systemWRS or OPEN,will be determined during the set up procéata from
the registration system will be automaticdtpdedinto Rave® to create subjects.

The Enroliment, Histology and Disease, and Eligibility Checklist will be completed if the CTMS
Interactive WebResponseSystem (IWRS) is used to register the patient. Use of another
registration systefOPEN)will result in forms that vl need to be updated in Rave®.

The subjectpatient identification number should b&americ or alphanumeric identifier which
uniquely identifiesa patient within this protocol. Accession numbers may be used, but once
assigned to a patient that number may not be changed. Hospital chart mampbesised, but

that processis discouragedo protect patient confidentialityt is not acceptable touse the
names initials or any other information that may compromise patient confidentiality.

The eCRF in RaVé are a master set of forms that contain all the data elements required for
CTMS monitoring of a study.

The forms for each study will be custa®d with the protocol specific elements such as the
eligibility questions. Protocol specific dictionaries will be defined for treatment assignment
codes, patient subgroup codes, study drug name and dose units, and protocol specific
sampling schedule f&*K, PD, PGor other laboratory evaluations.

The forms are arranged in folders that match the study calendar in the protocol. The basic
folders for all studies are: Enrollment, Baseline, Course folders as ndeosedr Markers,
Biomarkers, Lesion Evaluatis, Physical ExantunningLogs (vitals, serology, concomitant
measures, transfusion©ff study and Protocol Levelln addition, there will be a folder for

each laboratory result eCRF to allow for multiple entries of laboratory data for each cycle of
treatment.

There are two types of formstandarcand log forms. In general, only one instance of a form

is allowed in each folder.Log forms are used where multiple records are required
performred such as study drug administration, adverse events and concomitant
medications/measures. Because of the type of data collected, two-fonns treatment
summary and baseline medical histergre designated as log forms but only one record is
containedon each form. Certain forms, whether log or standard, have a checkbox present for
adding another instance of the form in the same or related fdhigsical Exam isan
example of this type of form.
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Several of the data fields have help text associatdthem which is accessible by clicking
on the help icon.

At the bottom of each data entry screen is a save button that must be selected in order to save
the data.

Any required data items that are not entered or that trigger an edit check gilebed by
the system.

In addition to system queries, the CTMS staff may issue queries as appropriate based on the
review of submitted data. These queries will be entered directly intd\REDE.

Each folder, form and data item that has been enteredrhassociateidon (seeAppendix

).

To enter data:
Select the patient identifier for data entry
On the left dile of the screen, select the folder fotadantry then select the form.
The Enrollment form is to the right and outside of the eftilder/form panel.
Enter the datandclick on save at the bottomwf the screen

Text and numeric fields all have a maximum length. Rave does not enforce that
limitation during data entry. After saving the record, fields that contain too many
characters will be flagged nonconformant. Pleasemake appropriate correctionsto any
non-conformant text and numeric fields(See Section 9.1 for additional instructions)

4. RaveN is usable in many, if not all, browsers. Google Chrome browser has an advantage that
Microsoft Internet Explorer does not havethe ability to resize Rave text box fields.Not all
browsers have bedasted The individual usemay want to test severatowsers to see what works
best

5 All dates are to be expressed in day/month/yeamfudtyyyy) format. To avoid ambiguity, months
are to be recorded using a three letter abbreviation (i.e., Jan, Feb, Mar, Apr, May, dug, Beép, Oct,
Nov andDec). Years are to be recorded as four digits {i98).

6 In afew date fields (e.gorior surgery partialdates will be accepted when the specific date is not known.

1 If the month and year are known but ittey of he month is not known, for arple December
2012, enter: un DEC 2012
1 If only the year is knowythen enterun UNK 2012

7 All times are to be recorded on a 24 hour clock (i.e., 13:00 should be recorded for 1:004dmight
should be recorded as 00:00. If a time is unkn@iagse leave the field empty.

8. When a protocol is activated, a protospkcific eligibility checklist will be supplied with the activation
letter from CTMS. Te questions on thishecklist will beentered into theligibility checklisteCRFin
Rave®as well as the IWRS patient registration systknportation of this data will be received from
other registration systems (Open) as planned.
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Protocol specific dictionarieBr Rave®will be customizedad facilitate the submission of patient data,
including but not limited to: patientubgroup codestreatment ssignment codes, study drug data,
pharmacokinetic and pharmacodynamics sampling schediie protocol specific codefor the study
are provided by CTEP to the investigator at the time atiopol approval, and are updated as required
following approval of protocol amendments

Additional information regardin@DUS codes for groups, institutions, diseases, and adverse events can
be found on the CTEP Internet Websitehdifp://ctep.cancer.goar by contacting the CTEP Help Desk
atncictephelp@ctep.nci.nih.gov

Additional data may be submitted on the Comme@itRF, using thappropriate form type. Comments

should not be used to submit data that belongs on another case report form. Comments should contain
additional information to explain and clarify data submitted on other forms and linked to that other form
by the form typecodeselected from the list provided on the eCRF.

Data receied is reviewed for completeness atmwhsistency. Querieswill be generated if the data
submitted does not comply with data submission guidelines or if there are any questions regarding the
content.

ﬁ Please remove all pojup blockersin your system as the popup

function is needed to operate.
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1. CTEP IAM Account Setup
All individuals are required to have an active CTRRM account prior to being granted access to Rave
EDC.

To createa CTERIAM account proceed as follows:
1. Enter the folloving web address into your URL
https://feappsctep.nci.nih.gov/iam/privacyActDisclaimer.do?method=showDisclaimerText

2. Clickond agreebd

IDENTITY AND
ACCESS MANAGEMENT

3. SelectRe que st Ne undetddser@ccountBaintenanced
4. Follow the prompts to enter the required identifying information for your account.
5. You will receive an authorization email in-28 hours.

Please dvise your Systems Administrator that you are setting up a new account so tlggneeate &
invitation, as &cess to studies in Rave® will be granted by invitation to the study staff.

After receivingthe CTERIAM authorization (which ray takeup to48 hourg, follow these steps teeset
your account with your permanent password

1. Click here:https://login.imedidata.com/selectlogin

2. Select CTERAM at the bottom of the list.

3. Login with your CTEP username and passwdfdyour CTERIAM credentials are identical to
your iMedidata credentig) you will be directed to iMedidata.

After the first time, whenever you login tbttps://login.imedidata.com/selectlogyou will be taken
directly into the iMedidata home screefrom whichyou ma access all RaW studies. If you are a new
user new to CTEPAM and iMedidata, your iMedidata account will be setup automatically for you
within a few hours of your CTERAM account authorization. Once in iMedidata, you will be able to
confirm any Ravll invitations to studies that have been sent to you.
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2. Log in
Clickonthe6 i Me d ilinkat a o

Enteryourd Us e r ramdPB & s s im the reqhired fieldand dick on thed L o gicon <=5 |

P medidata
Sign In Please choose your Portal or Identity Provider
< B medidata
t you for your
o sign In to iMedidata - e a
@medidata = )
Matidata Solutions Workdwide Bm e d i da ta

2.1 Forgot Password
If you forget your 6 P a s s wgauxk focked out after five unsuccessful attempts, dickhe
6l fmygwsername Ilmk passwor do

Atthe6 For got Ink ®itewthererhdil address you registered with iMedidata and click on
@Sendd

When you receive themail to reset your passwormdick onthed Regett p asliskwor d 6

P medidata

Welcome to iMedidata.com - a faster, simpler way to access all of your iMedidata studies, training,
and applications.

Forgot Password

To reset your password, please Email
enter your Email |

You will receive an email with a
link to proceed.

@ medidata
Medidata Solutions Worldwide

Enter the required data and click on & e dirk to @ccess iMedidata.

Reset Password -

You are resetting the password for What is your pets name?
Jane Doe Please fill out all of
the fields to the right and press

Reset to procead. T —

Password Strength:
Confirm Password

7
&8 medidata
iMedidata/RavBl User GuideVersion 1 14 Versionl. Date:01 Aug2013

Copyright 2013y Therade%, Princeton, NJ All rights reserved



O»Theradex®

OHCOLOGY |[EXPERTS

3. System Time Out

If you experience a password time out which occurs when you are loggétkisystem but remained

idle for a set period of time, the system will prompt you to reenter you password in order to access the
system.

An interaction timeout occurs when you have been entering data intdl Raderemained idle for a set
period of time. The duration of inactivity im&teraction timeout is longer than a password time out. The
system will prompt you to reenter you user name and password in order to access the system.

‘Note: If you did not saveéhe datayou enteregdany changes you made prior to an interaction
timeout,the data will be lost.

When you experience any type of time out andsttreershown below is viewable on yoaomputer
screen, pleas#o not sign backnto iMedidatafrom thissaeen as you will not be able to accBss/eN .

O Theradex”

v ExmErTS

Enter

BB Rave: e

If you try to login flom the screen shown above, you will receive an error messages as displayed below.
The system will ask you to sign on the iMedidata Raw page as showbelow. See the next sectidar
instructions on how to proceed.

O Theadeax”

Hetp T
ONCOLOGY | EXPERT
English -

User Name: ABCEDEFG

Please login from iMedidata using your iMedidata Username and Password.

@ Rave:
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4. Logging Backin

When youbve been | ogged o utimedqulytherearedwo wayategetcb r d or
in.

1. If you click theBack Arrow on your browser, the RaMescreen that you were working on is

displayed. Click the iMedidata link at the tpext to Messagesand you will be returned to the
proper login screen.

/\@ C | 8 nhttps://hdcvd02-045.mdsol.com/MedidataRave/(S(bh14upl312ieowzkne2mrg4))/Modules/EDC/CRFPage.aspx ?DP=25010 Z o =
®
[ )] iMpdidata
 Theradex DEV n:

ONCOLOGY | EXPERTS You have 2 "Rave Modules™ invita

Messages My Profile % Help iy Home [ Logout =
FUser: Peter Clark Clinical EDC Systems Programmer Analyst

1 | (CTWSWRS | £ Theradex| 2; 3un-001 | (5 Lab: Hematology | (51HM 23 Apr 2013 00:00 [ Hematology Lab_

5 HM 23 Apr 2013 00:00

Inactivate Page
Ev} Hematology Lab a a
Subject: 3-Jun-001 Lab [Central - CTMS G ~| viewR .-
Page: Hematology Lab - HM 23 Apr 2013 00:00 ab |Lenra enerie fewhanges Brfr FFEFEC
CRF History
3-Jun-001 - Hematalogy Lab Sample Collection Date 23Apr2013 QrECEED
Time

(LRl v IS i e e
Click to add a new Hematology form, unclick to remove

unused form LA
Data Range Status Unit Range
Hemaglokin Blood 7 - aldl 12-16 GQrEFCEEDC
Hematoerit, %, Blood 8 - % 36 -46 QrarFErEC
White Blood Cells (WBC), #, Blood 9 thousands/cubmm 45-1 QraEarr-rrEC
Meutrophils, %, Blood 10 - % 40-70 (v IV il i e ]
Lymphocytes. %. Blood 11 - % 22-44 GQrEFCEEDC
Basophils. %, Blood 12 % 0-3 [v I i i i

2. OR, ater the following web address into your URLtps://login.imedidata.com/selectlogirt

the &Sign Ind screenenteryour 6 Us e r raada @ s s wogroakéd to the initial Rake
screen.

File Edn  View Favortes Took Help

< You have successfully logged out. Thank you for using iMedidata

) medidata

Sign In Welcome to iMedidata - the fast, simple way to access all your

Vedidata Rave® EDC studies, Medidata applications, eLearning, online

55
|

B medidata
@nedid
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5. Components of theiM edidata screen

ﬂ Help Logout

& Waelcome to iMedidatal You successfully logged in

Apps Tasks
Studies (23)
Invitations ©)
@ Rave- E3 ©ITN11-02 (UAT) Rave EDC
THERADEX E cTms (DEV) Rave EDC
E3l ©TMS Test (UAT) Rave EDC ming (0)
El CTMS Test2 (UAT) Rave EDC
E CTMS test3 (UAT) Rave EDC
5 £ ©TMS testd (UAT) Rave EDC
o e U= & Canade S CTMS teats WAT)  maveEpe &
] CTMS v2.0 (DEV) Rave EDC
1 CTMS-TESTS (UAT) Rave EDC
] ©CTMSS086 (UAT) Rave EDC

My Information

Account Details
MyMedidata

Sites (0)

Appsd TheiMedidatawelcome screeallowsyouto access Ravé by either clicking on the Apps panel
or the Study panel. The Appanelallows forquick access to all of the applications you use most.

&tudiesh Listed undeid St u dréstudy @roup links. Clickingn a link will bring you directly into the
Rave\ Homepage.

Tasks, Invitations and eLearning:
0 TasBaked | nv i ttastudies amsl bnkior requiredel e ar ni ng 6

Invitationsaregenerated by the Systems Administrato€&MS. TheelLearningorogramsare web based
training coursethatprovidethe usewith detailed trainindor the role(s) to which they will have access
in RaveN, such as &linical Research Coordinator aMonitor.

A variety ofelLearning provide an overview of Ral&EDC, Electronic Data Capture process and the
roles associated with the procegeu may be required to take a training course before you can access a
study in RavBl. If training is required, that study will be blocked with the name of the course unter bot
the Studies panel and the eLearning pa@eicethe user acceptmn invitation thetraining course begins.
After the successful completion dfie coursetheuseris given access toétRaveN studythat required

the training. Once an eLearning has been completed, you will not need to retake it for another study.

My Profile: Allows the user to update their iMedidata account by clickinthedAccount
D e t alinkl T$isé panel allows the user to access thetountand makéasic edit changes to their
profile such as changepassworduser namand tel@hone number
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5.1  Selectinga Study
At the iMedidata welcome screen, chotise study for which you will be entering data undet u thi e s 6
Rave\ EDC.

CTMS TEST6 (UAT)will be used i this example

Pleasgsingle)clickont he Rave EDC | ink of @the study you
Studies (23)
E3 CITN11-02 (UAT) Rave EDC
Ej CcTMS (DEV) Rave EDC
E CTMS Test (UAT) Rave EDC
E3] CTMS Test2 (UAT) Rave EDC
E3 CTMS test3 (UAT) Rave EDC

E3 CTMS-TESTS (UAT)
E CTMS9086 (UAT)

El CTMS test4 (UAT) Rave EDC
E3 CTMS tests5 (UAT) -
E3 CTMS v2.0 (DEV) Rave -

Rave\ will take a few moments to upload the next step

6. Role Selection

Youmaybe prompted to select a role depending on
assignedlf you haveonly beerassigedone role, Ravid will skipthe6 Ro |l e Sescteenct i on 6
and take you directly to the Stutinding screen

Atthed Ro | e S scteencopen thediop down menu to setextesired role.

O Theradex”

ONCOLOGY | EXPERTS

Role Selection
FPlease select a role from the list below.

Select a Role_ [ =]

Awuditor

Clinical Research Associate

Clinical Research Associate (Subject Add)
Data Manager

Data Manager (Mo Data Entry )

Monitor
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6.1 Role Selection Descriptions

Clinical Research Associate
Data Manager

Monitor

Read Only

Site Investigator

Study Chair

In RaveN, theClinical Researcissociateor CRA is located at the sit&his usefentersand updates
clinical data inRaveN. The CR\ alsoresponds to querigdsom Monitors, Data Managerand TheradeX
CTMS staff

A Data Manager is located thie site This user defines what will be collectedthestudy Case Report
Formsalso known as eCRH hey review data entered by the @Rind issue queries for missing or
conflicting data to the CR for resolution.Some Theradex CTMS staff may also have the role of Data
Manager.

The Monitor islocated at Therad®l and worls on behalf ofhe Sponsor. TéMonitor confirmsthat the
protocolis conducted imccordancevith the clinical trial protocglconductson site visitsaand interprets
Case Report FormeCRF9. The Monitor oversees the entire studgdprovides support to the site staff
on using Ravll EDC.

Read Only, Site Investigator and Study Chair may all inspect the data for review. Site Investigators and
Study Chairs may also sign recards

After selecting arole, clickod Cont.i nued

O=Theradeax”

Role Selection
FPlease select a role from the list below

Clinical Research Associate (Subject Add) [~ |

Continue <
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7. Study Selection Screen
Thenextscreerwill be the Study Select@creerwhich contains théllowing sections

CO=» Thheraadee>X® e vedidata o Messages  [&, My Profile %2 Help g Home 2] Logour e
ONCOLOGY |EXPERTS Lser:
| welcome There have been no failed logins
Last 10 subjects: | Password Expires Never
5% TESTO1 |
& TEsTO1 | stuay -
= TESTO1 | Hide Aux Studies
&  TESTO1 | Studies
& Dvoo1 | ©cTMS (DEV)
2. Dvooz (1) CTMS Test2 (UAT)
2 Dvoor | (@ cTMsS testa (UAT)
5 TESTO4 | LR ©TMS testd (UAT)
£% TESTO12013 | I cTMs tests (uaT)
2

TESTO4 | 3 CTMS-TESTS (UAT)

| Page 1 = Page 1ef1 = ==

| 1con Key

| Messages
| [No Mmessages

System Links: These links allovihe user to access various pages in Remecha® i Medj dat a6

0 Mess,@dMy®s @f i I6HE | p @ndo 16 &l ghdnled@ links are located at the
top of the screen.

iMedidata: Returrs the user to thiMedidataHomepage as shown section 5

Messages Messages areommunicatios sent to the user by the system. Messages are also
displayed and accessible from the bottom of the page. Clicking on the Message link in

either location will display all of the messagent to the usetJnreadmessages are
displayed in bold

You can dette a messadwy clicking onthedelete link located at the bottom of the
opened message padfeyou want to keegmessageclick on the6 Me s éliakgmethe

navigationtabl f t her e ar endt an displayeNo MesspgeSaithet he sy ¢
bottom of the screen

My Profile:  Allows the user taccess their Account Details paggreviewed irsections above

Help: Offers assistancen how to navigate in Ra¥é The Help link will open an online help
guide which corresponds to therrenty openpage.

Home: Returns the user to the Homepageshown in section 7

Logout: Use the logout link to exit out of tiRaveN system. Please do not close the browser

window by clicking on th& Xidon (exiticon) located on the upper right corner of the
screerbefore logging out.
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The links within the Study Selectorscreenare as follows:

Subjects: The sidebais located orthe far leftsideof the screemlso referred to as the left side
panel The sidebar listcurrentéSubjectdthe user haaccessed fadata entry Once a
study has been selected, the sidebar will list the folders and forms for data collection
which is also call the Subject Matrix.

Studies: The center of the screen lists the differérs t u thé wseraClinical Associatehas
access toThe user can either selecstady directly from the list or use the search
functions.

Icon Key: Thedcon Keydlink is available on every screefihed | ¢ o n listkhe giefinitions of

the symbols used in RaNeEDC to track the status tiieeCRF.

7.1 Icon Key
Click onthed | ¢ o nlinkkte exgand the list.

CO=» Thherade X ™ 8 veddata 00 Messages [, My Profile 9 Help @ Home ) Logoul
ONCOLOGY EXPERTS User
Last 10 subjects: wwelcome T e maaword Expirasiavar
s TESTO1
2 TESTO1 Study y
23 TESTO1 Hide Aux Studies
5 TESTO1 Studies
5% Dwvoo1 (1 ©TMS (DEV)
S, Dvooz (11 CTMS Test2 (UAT)
. Dvoor (I1 CTMS test3 (UAT)
&5 TESTo4 (2l CTMS testd (UAT)
&% TEST012013 (1 CTMS test5 (UAT)
25 TESTO4 (3 CTMS-TEST6 (UAT)
Pags 1 <2 = Pagelof1 = ==
lcon Key
Messages
No Messages

A pop-up listingall of the status icons a useayencountewhile using theRaveN systemis displayed
Please see Appendix Il for a printable version.

> 1 4
?;’ 1 ¥ Studies & Complete @ Requires Verification
o
> 1 (D Study @ Locked @ Requires Review
S 1 2, Subject @ Entry Lock @ Query Open
N @, Subject in doubt 4A Not Conforman t & Answere: d Query “
&g [ Form @ Inactive # Requires Coding
> H
3 d B Site Group © overdue # Requires Signature
> d &1 Home [7] Sticky Notes # Outof Range High
a 3 1 Cemment ta = Data Changed # Outof Range Low
s Edit (Y D, - a T
2 Study Status Deferred 2 Site Status Deferred [7] Requires First Pass DDE
(M Folder not available to the user &l Add Marking [7] Requires Second Pass DDE
9 Task Summary Pop Up ) Folder [2] Requires Reconciliation DDE
@ Requires Coder Coding
Close Help Window

Clickon6 CI Hs e p Wiwhehdaéto return the Study Selector screen.
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7.2 Selecting a Study
Clickon6 CTMS 6T &AT) 6

If you only have access to ostidy, the Homepage will only open tatktudylisting the associated
sites.If you only have access to osite,the system will operotthe single sitavith a list of subjects for
that site.

() CTMS-TESTS (UAT)

O Themadex”® B oot T sessoges [ My Profile | Heln @ Home B Legou
OHCOLOGY | EXPERTS User:

e |

Trera have toan no tased logers
Password ExpiresNawer

Last 10 subjects: Welcome 21 Feb 2013 13:17:01
&% TEST012013

TESTO4 Shuchy

TESTO4 Hide Aux Studies

TESTOS Studies

Dwvooz (A CTMS (DEV)

PGo01 (0 CTMS Test2 (UAT)

owoo1 (11 CTMS test3 (UAT)

Dwoos (3 CTMS testd (UAT)

TESTOZ (1} CTMS tests (UAT)
TESTOZ (D CTMS-TESTS (UAT)
Page 1 Fage 1011

lcon Key

PrrkeReRes

Messages
No Messages

8. Subject Selection Screen
Located at the top of the screen are the navigation tabs. These tabs indicase elaeréesst location in

Rave\. The tabs change when thger moveso a new location such as a folder or a subject.

Navigation tab.

O=» Theradex”® UAT V £ Medidata ) messages [, My Profile % Help @ Home 2 Logout

User: Marie Deetjen

ONCOLOGY | EXPERTS —
Subject / V Task Summary: Site Subjects
Advanced Search > 4A NonConformant D =

Subject (=3 ZJ Open Queries
£ TESTO1 [ ) Overdue Data

o oo
aatla

Page 1
Page 10f 1

Icon Key

Thedé CT MS sceesentligis@ll of the subjectstimatstudy. To select a subject, the user can either
click on thesubject ID listed unded S u b joreemtdradull or partialsubject IDinthed Adv anced
S e a raadhclick on thenagnifying glass icoto search within a study

To process a wildcard search, enter a character it\thesr a n ¢ e d tdella tistof &l of the

