http://rdcsupport.biogenidec.com

Source Document Verification (CRAs Only)

CRFs can be reviewed and source

document verified according to the
monitoring plan once a site has:
e Finished data entry
° ReSOIVEd a” dlscrepanC|eS biDg!l'l -ide(‘ Protocol ID [DEVELOPMENT Visit |SCREENING
T " [venity cer A
Important: Group verification is not e ——— | Verification History
standard practice. et Onratiod | OOt | Comient
Subjectinifisls: T3
DO NOT group verify or un-verify Sec [IFEMALE
CRFs without prior approval from T
your study team. @]
N
Race: (1SN | yrircation Comment ] | i
Click on the Verify icon and the E«:‘::
Verify CRF dialog box will display. DotHer =
A comment does not need to be ™ Remember comment for subsequent CRF Verificaticn operations.
provided unless appropriate. You e - — “AEEN) T
. P Click on the Verify icon  —
are able to view the Verification then "Verify" the CRF
History in the Verify CRF dialog through the Verify CRF
window window
o =]
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Once verified, the CRF icons will now display a check mark indicating the information contained on the CRF has been verified
to source.

Med

Demography

3

Hm, > Tuasebooks Review

The CRF icon now has the
check mark indicating the
page is verified

NOTE: CRFs intentionally marked as blank by the site also need to be verified by the Clinical Monitor/CRA.
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Re-Verifying the eCRF

If data or discrepancies are modified (changed,
added or deleted) after the CRF has been verified,
the CRF may require re-verification.

For these CRFs, a red arrow will display next to the
verified icon. This indicates that you need to re-
verify the CRF due to updated information on the
case report form.

o Demography

a=K » ]

This CRF needs to be re-verified
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ORACLE' ROC Ons
| ANCIES- (Rdc2 Cra - CRA role)

EEEERTad

Select "Changed since last verified"
biogenidec  Protocol ID [DEVELOPUENT] | 9

Subject [107-102 Page [DENOGRAPHY.

DEMOGRAPHY
Subjectinitisls: T3
sec [Jremae [uae

Date of bifth:  25-CCT-2008
(dd-mon-iyy)

Race: [0 Aslan
& BLack
W wHITE
@ oTHER

Data changes since the last verification
will appear highlighted in blue
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Tip: Change the Highlight selection to “Changed since last verified” to
view changes to data fields that may have been changed since you
verified the CRF.
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Electronic Approval

Investigator approval of data for
most studies occurs when the study
team determines when a patient
casebook is complete at which time
they will request the Investigator to
perform the approval process.

Note: By approving a CRF, the
Investigator is confirming that all
data on the page is complete and
correct. This approval is equivalent
to an electronic signature.
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I_/A'Ilﬂaata has

patient has

a},/v completed

participation in
the study

‘ Investigator

' t = =N |
Hllda fais P\ pro
‘ m— I

Al da’taﬂﬁas been clean with no active
verified to the queries

source by the

Clinical

|,

been entered Monitor/CRA
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In order to approve all of the pages in a patient casebook at one time, you need to be in the Casebook Spreadsheet.

Investigator

Select the Szlne(;:t P:et;gstts Click the Go inputs a User Co(?rlerm gps;?:i
patient. button /4 Name and g
Approve / Paseword approval on CRF Icon

1) Select the patient.
2) Click the Select Patients
and... select “Approve”.

ORACLE ROC Onsite

Home | Casebooks | Review | Reports

Homo > Logged i~ s lavestigator Trainilavestigaior, PSOE

3) Click the Go button. Sty ang see | DR
Patient Casebooks
(haSoarchaRatiants Salected Ecom togie Page,,
Potients: & Frevous 11061 9 ¢ Casebook View: 2010 TRANNG ¥ Visit: | SCRECNNG - CREs: < [T ef7 et &
Select Patients and, _v Go | [ Add VisitPage | [ Add Other Page | [ Refresh |
e iy
Patient SCREENING
Seloct &4 Humber DOV Inc_Exc

Megh2  Vitsls_Ser  Phys_Exam

g & 4

B g e g @,
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4) The Approve CRFs dialog window displays and requires

the Investigator (or designee) to input a User Name and
Password.

B ROC Onsite:; Approve CREFs - Wb page Diglog,

£ hitps 0 biogenide:.conm

Sejzcied Pabenls 1 Total SseclesCRFs & NotWended O Vith Discrepancees 0

Ueer Kawe |

Fazzword |weswanss]

Commenl

B Stz cRFs with disarecancis
3]

Stz CAFs that have not been Wenfed

W Concer [ Crmnue ]
e
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5) The Approve CRFs Warning dialog window displays to
confirm that you want to approve the CRFs that have

been verified by the Clinical Monitor/CRA and that
have no discrepancies.

B ROC Onsite: Approve CRFs

- ~ 1
£ htps - biogenidsc.com | |
= — a0 |
/4 Waming

8y approving ts group of CRFs, you confinm that ad dats are comgiete and comrect

Sach appeoval 8 gunvalant 10 an sleclronic sgnature.

Are you sure you want 1o apgrove the sslacted CRFs?

— et
| ho Yes
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6) The Approve CRFs Confirmation A RDC Onsites Approve CREs - Webpage Dinlog
dialog window displays indicating | hitps - biogenidsz.com’ — A1 ab55c T 4 necs P07 L4530 ub e | R
the number of CRFs that have been Wﬂ &1
approved.

Lr'. Confirmation

Remember that data should only be B shE et

approved when it has been verified
(indicated with a check mark against the
CRF) and all discrepancies have been
resolved.

l_—c.;‘;‘:]

hitkpa: fjrdz bioganices.comwnalecamOfFa TEEEF 2l sba5eTadisan: i Interret
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7) A small signature appears at the bottom of the CRF icons indicating approval of the eCRF pages.

ORACLE" ROC Onsite

Logoul Prefevences Change Pasaword Heb

Reposts

Home »

Logged in as Investgator Tralndnveshigator PSOE ) Last Retresh 17-Aug-2010 42:16:2¢
Study and Ske | DEVELOFNENT )| 201 | [ Ge

nd Ste Summary

Patient Casebaoks

Patients; ' FIEVL 11001 @ Tl Casebook View: 2010 TRANNG & Visit: ‘-(

= CRFs: @ avews[ 17 of 1 Wi [Nt
il ot ¥| [Go| [AddVisiPage | [ AddOsherPage | | Rcfresh_
Patient SCREENING
HNumber

Demography Medhist_Yn Medh2 Vitals_Ser  Phys_Exam

301-003

tome Casebooks Review Reporls Logout Preferences Change Password Help
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Individual CRF Approvals
There may be instances when a previously approved CRF will need to be re-approved due to a data change on the CRF or due to a
study database modification.

RDC will identify these changes and mark the CRF with a red arrow next to the signature indicating the need for re-approval.

Once the CRF has been re-verified by the Clinical Monitor/CRA, the upper red arrow disappears, but the remaining lower arrow
indicates you need to open the page for re-approval.

Investigator
; Click the Re- ; The Approve CRF : enters User ; The CRF has been
dialog window successfully re-

Click the Approve icon Name and

Password

Approve button

displays approved
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Click the Approve icon then click the
Re-Approve button.

The Approve CRF dialog window
displays showing the Approval
History for the CRF.

The CRF Approval Signoff window
appears and you, the Investigator,
are required to enter your User
Name and Password.

The red arrow is now gone from the
eCRF icon indicating that the page
has been successfully re-approved.

NOTE: There is an Undo approval

button that is used if a CRF was
approved in error.
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