RDC

REMOTE DATA CAPTURE

Accessing the RDC Support Website

Study access and support for RDC is
through the RDC Support Website:

http://rdcsupport.biogenidec.com

The website provides:
1) Bulletins
Informational Updates for RDC
Onsite
2) Getting Started
Where to go for
a. Training
b. Requesting Accounts
3) RDC Onsite Login
Where to log into RDC Onsite
studies
4) RDC Support

 biogen idec

HOME GETTING STARTED SUPPORT CENTER

& Welcome 1 -
‘\) "'BULLETIN
Empowering
Clinical Trial Data

Collection

Al sl
| B Getting Started 7!1Usfmg RDC
2
o ettowsesniae | SHUCY ACCESS
/—— 3)  RDC ONSITE LOGIN
f l‘! Login

2

(3

RESOURCES

ABOUT US

Welcome to the Biogen Idec RDC Support portal.

There are currently no known or scheduled outages of the RDC system

B Support

&
g?/, Email the Support Center

Q, Call the Support Center
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RDC Support Center

N

The RDC Support
Center can help

o Difficulty logging in to RDC

e Account password resets

¢ Trouble with network connections
* RDC performance problems

* RDC messages

Report RDC issues |

right away to
receive help for...

e Equipment needs
e Technical problems
¢ Data Entry problems

RDC Support
Center supports
| onIy RDC and not...

¢ |VRS

e Clinical Portals

* Non-Biogen Idec Studies
e Clinical Site IT structure
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REMOTE DATA CAPTURE

Getting an RDC Account

To do work in RDC a potential user must get a user account.

1) Notify
Site users should inform
the site CRA that there are

new users
2) Train

Complete the RDC

Computer Based Training O

. ccount

3) Register Request

Register training by : + Submit an RDC

submitting a Training Register Account Request

C letion E Q » Submit RDC Training

ompletion Form ol Completion Form

4) Request * Take the Computer

Request access to the © Based Training

study by submitting an Notify

Account Request Form
Once an account is requested it
will take up to FIVE business
days for the user to receive their
account information.
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RDC Compliance

Biogen Idec RDC is to be used only for purposes
designated by Biogen Idec

Users will not share usernames and/or
passwords

Users will log out of the system when not in use

Users will use RDC in adherence to 21 CRF Part 11
(Electronic Records; Electronic Signatures)

Violations of this agreement will result in:
e Loss of RDC privileges e A Remediation Plan
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Changing Your Password

How to manually change your password:

In the Confirm
Password box re-enter
the new password

In the New Password
box and enter the new
password

Click in the Old Password box
and enter the old password

ORACLE’ RDC Onsite

Logor  Change Password isip

Casebooks Reports
st Refresh 23-May-2011 16:46:5

L&’ RDC Onsite

Casebooks
Home » Logged in as Rdcd Site(Ste user, VVOC); Last Refresh 23-May-2011 16:

Cancel | [ Apply
compasswers [ Nextso @
* New Password
Conempassrs [

Logout Change Password Help

Change Password

Cancel | [ apply

Home Casebooks Review Reports Logout Change Password Help

Copyright ® 2000, 2007, Cracle. All ighis reserved.

S About ROC 45.3

Ly T071-108 | DE-Nov-2008 17:30.22 DISCREPANCES
A 101-107 | 25-0ct-2005 18:33:16 DISCREPANCES
r & 101-108 | 27-0ct-2008 17:30:17 DISCREPANCEES
r & 101-108 | 05-Apr-2010 10:57:31 DISCREPANCES
~ & 101-110 | 03-Aug-2010 15:08:31 DISCREPANCEES
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Accessing your study

You will access your study through the RDC
Support website.

When logging in to RDC, there are a few things
to remember:

e Passwords are not case sensitive, but
must start with a letter and may include
numbers.

e Your password should be 6-10 characters
in length.

e You are prompted to change the initial
password upon first time login

e Passwords will expire every 90 days and
cannot be reused

e Your account will be locked after three
unsuccessful log-in attempts due to
erroneous username or password
entries.

biogen idec

HOME GETTING STARTED

SUPPORT CENTER RESOURCES ABOUT US

B Welcome
BULLETIN

Empowering
Clinical Trial Data

Collection

Use this link to
log-in to your study

Soall

8 Using RDC

Study Access

(" RDC ONSITE LOGI

B Getting Started.

() togin
ey S ot v suppor encr

101M5102, 120G5201, 1215T101

U in

FOR USE WITH OPS$ PREFIXED ACCOUNTS ONLY.

Contact the RDC Support Center for any
account or technical issues
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Logging out of RDC

. o=
Important: Always use the OC RDC G- e ) ) e -

. » Log-out of RDC
Logout option. G ot | using ths fink

% & @RDC Onsite: Fome

ORACL € RDC Onsite

Do not use the browser's standard
close button as this only closes the
browser window but does not

Logout ' references " .noe Password Help

Home | Casebooks | Review | Reports

properly Iog you OUt Of RDC. Patient Selection List Do not IeaVe RDC
(&) Patient Search by closing the
H browser
Before logging out ensure that you Painis

Select Patients and... [Open Pafient Casebooks

=] [ce & Previeus [1-5001210  v| Nexiso (3

save your work and close any open
eCREFs.

Select Al| Selecttone

o
o

ect

T 2010 TRAINING
2010 TRAINING
L 2010 TRAINING

2010 TRAINING

NOTE: RDC will automatically log you
out after 30 minutes of inactivity. Any
data that has not been saved will be
lost.

2010 TRAINING
2010 TRAINING
™ 2010 TRAINING

b B R R i R i R
o B= [0 [o B [0 Bo 0o [0
.

T 2010 TRAINING
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Blank Casebook Report

The Blank Casebook Report ORACL €’ RoC Onsite
creates a hard copy of the
casebook. The report

Logoul Preferences Change Password Help

Home | Casebooks | Review | Reports

23 n 83 Kevin StephensoniData manage 011 14:07:35

. .. Reports
output is similar to the -
PDR, but no patient data is o B s L o
included. T -
Report Jobs ORACLE RDC Onsite

Note: A genericreportis
generated when the
patient number is left
blank.

Logout Profereaces Change Password Hel)

New Patient Data Repdt || iew Blank Casebook Report

Leave blank for a generic
casebaok

Job lame Looli Time

21-5ep-2011 14:20.15 21-5ep-2011 14.20:38

Submit the request
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Navigating the RDC Environment

ORACL €’ RoC Onsite

[ffiome | Casebooks | Review | Reports

Logout Preferences Change Password Heip

On the RDC home page you will
see four navigation tabs:

Logged in as Kevin Stsphenson(Data management rd

e Home

e Casebook

e Review patients

* Reports e

select & | Pa(le;\( Humber‘ Last Modified
r & 2011 15:44:57
These global links also allow you r s
&
to log out of the system, change ra
. r
your password and access online p=
r &
RDC help. e
r UNIQUE_REF
ra UNIQUE_REF

The Global Links are found at the setect patents and.. oo aien = [eo]
top and bottom of each tab
window. These links allow you
the flexibility to access
information via the tabs or via

the hyperlinks.

Home Casebooks Review Reports Logoul Preferences Change Password Hel
About RDC 4.5.3 e

2000, 2007, Oracie. Al rights reserved.
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Finding Your Study and Site

If you have access to more than
one study or site in the application,
you need to select the appropriate
study and site from the drop-down
lists located at the top right of the
screen.

ORACL E"Roc onsite

{ Yali=ilallallalialialialta]a] | |

Patient Humber | Last Modified c:

Select a Site

ORACLE"RDC Onsite

Logout Proferences Change Password Hep

News. Patient Selection List

(+). Patient Search

Patient

sacer| Select a Study
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Marking a CRF as Blank
The Blank Flag tool is used to

intentionally mark a CRF, or a T 20 &a

section of a CRF, as blank.
— Open the CRF you want to
blogen idec Protocel ID 10105229 Vil

mark blank and click the

This is used when an assessment or Pase| “Blank Flag Tool"
visit was EXQECtEd but not Then check the box indicating you want

to mark the CRF as blank and click OK.
performed. ¢ surgcal ey

You will then need to save the page and
it will be a "blank" CRF.

Marking the CRF blank notifies s
others that this page was not

[ ‘chr Baank sonds) Processing ]
missed but intentionally left blank. 0 sk A s a0 responnes
NOTE: If an entire visit is missed,
each individual CRF within that visit
must be marked as blank. _reo | ganen | _ox |
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Unmarking a CRF as Blank
Once a CRF, or field(s), is grayed out

Study:101MS325, Site: 432203, Patient: T21, Casebook: 101M15325- (Kevin Stephenson - Data management role)

(marked blank) you will need to click e — D B®
the Blank Flag tool and remove the
H To "un-blank" a CRF, open
check from the .selected .box in order bogenides Foeo DT ] | e ORF andiclek e
to make these fields available for data swea[ ] | Blank Flag Tool"... 1
entry. MEDICAL HISTORY

Does the subject have any ongaing or resolved me

. CRF Blank Selection(s) Processing 3]
Click the Blank Flag tool and the CRF Que Qe (S, -
Blank Selection(s) Processing window ea.plaase record the dealls onthe next GRE W | 1 i 11 s g o responsas
will open.

Then uncheck all the boxes
and click "OK". This will
allow data entry on the CRF

To enable the data entry fields on this Chanpe fesson

eCRF, all the checks must be removed. e

The Change Reason area displays and emson [Ste et H
, : e 3

you are required to provide a reason et =

for the change by selecting the — ——

appropriate reason from the drop
down list.
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RDC

Data Field Colors

On a CRF page you have the following color scheme:
e Ared field contains a discrepancy actionable to you
e Avyellow field contains a discrepancy actionable to someone in another user role
o Agreen field indicates that there was a discrepancy on that field that has been manually closed

biogen idec Protocol ID |DEVELZPMENT

Visit |SCREENING

Page ‘F’H‘v’SIC=.L7E}:=J.WIN=.TIOF-J

PHYSICAL EXAMINATION (Page 1 of 2)

Date of examination

Body system

Abnarmal examination findings

SRIN NOT DONE []
NORIAL []
ABMNORMAL

HEENT NOTDONE [] [R=NomREs, ot
MORMAL []
ABMNORMAL

CLINICALLY SIENIFICRNT /

LYMPH NODES NOTDONE []
MORMAL []
ABNORMAL

NECK AND THYROID NOTDONE [
NORMAL [¥]

page |

Query actioned to you

Query actioned to another user
or role

Closed query (field level only)
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CRF Icons

CRF Icons will appear with different colors and symbols depending on the actions that have been

performed or are needed.

9

—J

CRF that has notbeen used ] {

Saved CRF with data entered ] @

Daan

Saved CRF with data that has
a query actioned to YOU P

Saved CRF with data that has
a query actioned to another

.
ii=

Saved CRF that has been ]
Verified | Doin

OO
111111

CRF that has been marked @
BLANK

BLANK CRF thathas been
Verified

Saved CRF that has been
Verified and Approved

Saved CRF that requires
re-Verification

Saved CRF that requires
re-Verification and re-Approval

Saved and Verified CRF that
requires re-Approval

111111

CRF that has been Verified,
Approved and Locked
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Enter a “T” into the date field and when leaving the field will populate with the current date.

Enter a “Y” into the date field and leaving the field will populate the date field with yesterday’s date.

RDC

REMOTE DATA CAPTURE

Data Entry Short Cuts — TODAY’S DATE

N
biogen idec  Protocel 0 [PEVELOPHENT] %

Y Y Y

Protocol ID |DEVELOPMENMT

biogen idec |

VITAL SIGNS VITAL SIGNS

Height: D cm D in

Height: |- Oem Oin
Weight: Cke O

e N T AT

Weight: Cks O e

Data Entry Short Cuts — YESTERDAY’S DATE

biogenidec |~ Protecel ID

biogen idec Protocol 1D [DEVELOPMENT

VITAL SIGNS

VITAL SIGNS

pate

(dd-mon-yyyy)

Height: Oem in

Weight: ks e
Y S

Height: em in

Wejght: Cka e

o
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Data Entry Short Cuts — LAST DATE ENTERED VALUE

Enter “L” into a date field and
leaving the field will populate
the date field with the last date
entered.

biogen idec

R

Protocol ID [DEVELOPMENT

"""" ]

STUDY DRUG ADMINISTRATICN LOG (Page 1 of 4)

mdec |

Protocol ID

DEVELOPLENT

Subject

Date Time
veel tdd-mon-yyyy) W d-hour clock Lecation of drug administration Mot Done
] 01-DEC-2010 02:00 [ THIGH [] aBDOMEN []4RM (] é
2 |:F;§ [ HigH [ 2BDoMEN [] AR O }
7 O THIGH [J ABDOMEN [ 4RM O ]
R U e N e A

STUDY DRUG ADMINISTRATION LOG (Page 1 of 4)

ate Time *
Week ( 00-YyyY) (24-hour clock) Location of drug administration I¢
01-DEC-2019 3 09:00 THIGH [] 2BDOMEN [] ARM
2 |:| O THiGH [0 aeDOMEN [ 4RM
s O THIGH [] ABDOMEN []4RM
e — P ———————

P

i e
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Insert Additional CRFs

“Add Visit Select a Click Click
Page” CRF Continue Apply

Select a

Select a Visit S

New CRF

The Add Visit Page button
allows you to insert an

unplanned CRF if you have O e
comp|eted data entry on all Home |Cazetiookzl] Review | Repors

. Home = Logged in as Kevin Stephenson(Data management role, PSDE); Last Refresh 02-Jun-2011 14:15:25
available CRF pages, but suavas e [ =] [smi] o]
still have additional data to Putient Csasiunoks
enter. — T

Casebook Spreadsheg

NOTE: The Add Other
Page button should only be
used if specifically

|nd|cate<fi in the CRF' ) He §e
Completion Instructions = = w ]

Patient

3) Click Add Visit Page

Home Casebooks Review Reports Logout Preferences Change Password Help

Casebook View: [22245202 ] CRFs: @ Previous[ 1.2 of 2 =] Next 3

|mp°rtant: Conﬁrm that About RDC 453 Copyright ® 2000, 2007. Oracle. Al rights reserved.

you are on the correct visit
prior to adding a visit page.
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Insert Additional CRFs (continued)

The Add Visit Page dialog box
displays. Select the CRF that you (Ao e - x
wish to add to this visit using the i

radio button next to the CRF

A second Add Visit Page dialog \

window displays. Leave the
default value in the Select Sub-
visit drop down list and click

Apply. ey a0z

I] SelectaCRF | I!J “Continue™

A new, unplanned Visit Page is B
added to the Casebook

Spreadsheet for the selected
visit with a U next to the icon
denoting this is an &) "Apply" l
additional/unplanned visit page.

s ke bheperaciec. comfoina e o

NOTE: The new visit page must
be completed and saved
immediately, or it will not be T el W i

—|
retained by the system. ‘ biogen ideC

®
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There may be times when
you need to delete a CRF
that was created in error.

Click the Delete button.

RDC

REMOTE DATA CAPTURE

Delete a CRF

ORACLE" RDC Onsite: Data Entry

Study 223AS302, Ste: SANDBOX, Patient: $1, Casebook: 223A5302- (Kevin

Highiight | &1 Discrepances

{3 Previous CHIF | Next R

biogen idec Protocol ID [22348302 Visit BQSE EVENT

Open the CRF you want to delete and

ADYERSEIEVERE click on the "Delete CRF" icon

Did the subject experience any Advarse Events curing th

[Olves @no

If Yes. please record the details on the next CRF. (ADVERSE EVENT,

| biogen idec

19 of 22

®



RDC

REMOTE DATA CAPTURE

Delete a CRF (continued)

The Delete CRF dialog box Delete CRF E]
displays. Accept the default *Changs Reasen [Sie Eqt =]
Change Reason. If necessary, '3“5"9553;';‘?21”5;::? =]
type an optional comment in the
Change Comment text box. Delete the CRF
=
™ Remember comment for subsequent Delete CRF opMghions
Help Cancel Delete

Tip: You may also check the box Remember comment... for subsequent Delete CRF operations if

you want to use the same comment for subsequent actions within the same session. The comment

will only be retained until you log out of RDC.

A dialog box will display to
confirm you want to perform the
deletion.

Delete CRF Confirmation [x]

i, Warning
Are you sure you wish to delste thiz CRF ?

Confirm that you want to
delete the CRF

cancel |
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Reviewing Discrepancies (Queries)

You can review discrepancies (queries) for your patient by using the Activities link on the Home tab
or by navigating to the Review tab.

ORACLE RDC Onsite

Logout Preferences Change Password Help

Casebooks Review | Reports

Legged in as Kevin StephensoniData management role, PSDE); Last Refresh 31-May-2011 13:35:22

Study and Site | DEVELOPMENT 'I 101 = Go

Study and Site Summary

Use this link to review your
"Active" queries

|=| COMMENT functionaliby
Jun-2010

Patients

o

ocks ;I Go <) Previous |1—EC of 274 | MextS0 &)

Select Patients and... | Open Patient Cazel

Select All | Select None

Select & | Patient Number | Last Modified | Casebook
e r & 101-101 | 12-May-2011 08:12:44 DISCREPANCEES
Study RDC CRF Completien Instructions r & 101-102 | 09-May-2011 14:08:57 DISCREPANCEES
r ‘ 101-103 | 09-May-2011 14:08:57 DISCREPANCIES
r ﬂ 101-104 | 08-May-2011 14:08:57 DISCREPANCIES
r ﬂ 101-105 | 08-May-2011 14:08:02 DISCREPANCIEES
r a 101-108 r-2011 11:13:14 DISCREPANCIES
r a 101-107  07-Apr-2011 18:10:07 DISCREPANCIES
r ﬂ 101-108  22-2pr-2011 11:11:24 DISCREPANCEES
r ﬂ 101-108 | 05-Apr-2010 10:57:31 DISCREPANCEES
r ‘ 101-110  08-May-Z011 14:08:57 DISCREPANCIEES
r & 101-111 | 02-Dec-2009 04:41:15 DISCREPANCIES
| el = 404 44= oo moannangian L
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Finding Your Discrepancies (Queries) in RDC

Use the Review — Discrepancies Sub-Tab to Queries that are actionable to you are red.
quickly find discrepancies actioned to you. Click on the CRF icon to open the CRF and
address.
ORACL € roc onsity
1) Select "Review" tab
2) Select"Di ies" i "
) iscrepancies’ | [ Red - Actionable to you ||, %
S 101MS5325S516210 Patents Selected 3 TotalCR 3) Select your patientﬂ J':f NE (GLATIRAMER ACETATE ) D
i Search r
( Patient Range [210-001 ), - [210-008 ) sssignedBoot [Zn; |
CRF Status: Entry [ =] seproval |4 = v
CRF Sourcer ¢ - s 41 =] cRenam [a
CmscreNﬂcY [opentsctie s other) =] )
\ 4) View Open
Discrepancies ‘
|cRf name Section |Response §F
E| " ! ONCON E A
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