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Goal: Database = CRF = Source
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Reconciling database with source

Corrections initiated during monitoring:
» independent of QC->refax—>audit trail.

* may result in disagreement between database and
source.

DataFax CRF Image Processing

Validation Level

WHO Status of image/record ac
From To report
1 Image logged in (header keys only)
CDA 0 2 New data entered No
(NRB)
3 Refaxed data entered
CDC | 2+3 4 Data reviewed:; Yes
Data Management cycle complete
CRA 4 5 Visual Verification (V.V.) of changes
made to CRF prompted by monitoring
and recorded on SDV Form. Yes
Data have been monitored
(but are not necessarily clean)
DSA 5 6

Data clean and locked No
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Visual Verification

 WHY: Reconcile database with source

+ WHEN: After data have been monitored and
image processed to validation level (VL) 4.

« HOW: Build set by patient for visit(s) monitored.
« WHAT:

— Visually Verify SDV form with images.

— Validate (by record or set) VL4 - VL5.

V.V. is now deployed in all studies using one or
more of the following methods...

Flavours of Visual Verification

* DirectV.V.
« Hybrid V.V.
* Indirect or Third Party “V.V.-3”
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Primary method: Direct V.V.

CRAs monitoring DataFax studies
+ Employees directed to use DataFax-tuned SDV forms

+ CRO monitors may have other standards
for noting discrepancies

Monitoring

Notes E——II :

Direct V.V. doesn’t always work

» Connectivity issues
— What's my password?
— My token’s broken.
— | got kicked out and can’t get back in again.

— The farmers in the village sawed through the
telephone cable. They don't like the internet.
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Direct V.V. doesn’t always work

« Training challenges:
Why do we have to do this?

— This is double-work; I've looked at the CRFs during
monitoring.

— We've just replaced the CRA and we only have a
few visits to monitor.

Direct V.V. doesn’t always work

« Training challenges:
Working in DataFax

— Now that I'm in, what do | do again?

Quote from CRO CRA Field Monitor:

Yes, I finally got in. It is frustrating if you only use DataFax for two
subjects and one site. If | were doing it more, | would find it very
useful. But now that we go to monitor every 12 weeks,
it is out of site (ha ha) out of mind, so to speak.

— Oh, I didn’t notice that | changed the data.
— | just moved all the log forms by mistake...

* Process further challenged by global trials £ =
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V.V.-3 Hybrid

Alternative implementations for CROs:

Ex. 1. Password-protected PDFs

Monitoring

Notes
e

V.V.-3 Hybrid

Alternative implementations for CROs:

Ex. 2: Visual Confirmation via DFlite

Monitoring

Notes E——II

Validate
tool
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One step backward; two forward?

+ Backward: remove need for ClinOps to use
the validation tool

— All images moved by a third-party

* Dependent on mandatory use of a DataFax-
tuned SDV form for ALL monitors

V.V.-3: Monitoring Tool

Source PDL BioPharma Source Data Verification (SDV) Form

D t Protocol CDN-1406 Monitor’s Signature:
ocumen
Subject ID: EIE Monitoring Date(s): 0TMay07

Ve rifi cati on To 8 coMPLETED BY MONITOR:

Corrections: For each data field that is discrepant-with-source, identify the Visit, CRF, and data field number.
Fo rm Follow-up:  If issue is not resolved at monitoring visit, enter "X" in Follow-Up needed; leave Date blank.
Completed: When correction verified with source, enter "X” for Complete and the Date of correction on CRF.
If correction is verified at a subsequent monitoring visit, circle the new information.

t [visit| CRF  [Field| DATA FIELD TO BE CORRECTED [ Follow- Date

N (if log, (if field number is not sufficient, add enough detail to up Complete | of change

e | No. |inciude pagey | NO- identify the location of the correction] needed on CRF

o1 jumx-rp] 2 asthuma baﬁzm 71960 X 01Mayo7]

2| 7 |#r70pot knee surgery 07Ap4/03 X

3| 7 54 Sounce unavailable X

a7 78 4 | 15:13 X |o1mayo]

s| 2 |s011 | 3d | Panic attack X |01Mayo7)

6 %d o 7
poz \MED-3| 1 |2nd AE No. 006 X |otmayo7| g

7
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V.V.-3: Monitoring Tool

Source PDL BioPharma Source Data Verification (SDV) Form
Monitor’s Signature

Document Protocol CDN-1406
Subject ID: Monitoring Date(s): OQTMay07 +(5Jun07
Ve I'Ifl Catl ON  To e compieren sy Monimor:

Corrections: For each data field that is discrepant-with-source, identify the Visit, CRF, and data field number.
Fo rm Follow-up:  If issue is not resolved at monitoring visit, enter "X" in Follow-Up needed; leave Date blank.
Completed: When correction verified with source, enter "X” for Complete and the Date of correction on CRF.

If correction is verified at a subsequent monitoring visit, circle the new information.
tlvisit| CRF [Field| DATAFIELD TO BE CORRECTED | Follow: Date
M (if Iog, [if field number is not sufficient, add enough detail to | up | Complete | of change
e | No. |inciude page) | NO- identify the location of the correction] needed on CRF
Y| 1 |wmexerp] 2 |asthma began 1960 X |oramayor
/_'_55‘
2 # x 15/06/07
1 |#110pot1 @ kiee surgery 01Apr03 — 506073
3 .
% 54 Source wmméeéée%o k| 2 |
a7 15 ¢ | 75:73 X |otsmayo7)
s|2 | s017 |34 | Panc attack X |otmayor
o [poz MED-3| 7 |2nd AE No. 006 X |otumapor| S
Fi
7 &

V.V.-3: Processing in DataFax

« CRA submits SDV form
* Using SDV form, V.V. Processor:

— builds a set to match

— visually checks that the “Date of change on CRF”
is reflected on CRF image.

Field DATA FIELD TO BE CORRECTED Follow- Date
[if field number is not sufficient, add enough detail to up Complete | of change
No. identify the location of the correction] needed on CRF

2 |asthma begqan 1960 x  |ormayor
@ knee surgery 01Apro3 -*-(’ffﬁ@
— Validates record VL4 - VL5
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One step backward; two forward?

* Mandatory use of DataFax-tuned SDV forms
* In-house Processor “V.V.-3" 2 VL5

Maintaining “monitored” status

Q: What happens to refaxed data?

A: Track status using a screen variable and edit-
checks.
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V.V.-3: Tagging monitored CRFs

Batch + Protected screen variable
Edit Cathy Jones, Programmer

Checks
Monitoring flag: D

BEC |  #Runs in batch mode only dflevel =5

#Runs 2x/day

#If form is level 5

# and V.V. variable is blank (999),

# setV.V. variable to 1

#Leave form at level 5

edit ChangeV.V.()

if (Idfbatch() ) return;
if (dflevel() == 5 && @T ==999 ) @T =1;}

Monitoring flag: E;Edé
dflevel =5 )

LAKE TAHOE

V.V.-3: Managing refaxed CRFs

Batch
Edit
Checks
Monitoring flag:

BEC Il #Runs in batch mode only dflevel = 4

#Runs 1x/day

#If form is at level 4

# and V.V. variable = 1,

# set validation level to 5.
edit ChangeV.V.Level()

{
if (!dfbatch() ) return;
if (dflevel() == 4 && @T == 1)
{ dfmessage("Move to Level 5.");
}
} Monitoring flag: E;Edé
dflevel =5 3
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