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Outsourcing of data validation activities
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Subconiracting of data validation since 2008 (DIRECT LINK)

DATA VALIDATION

*Review of query before sending
*Review of investigator’'s answers
*Validation of protocol deviations

- On line process

DIRECT LINK

*Direct access to SERVIER database

*SERVIER tools :
*SERVIER procedures Good quality
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In 2014: Need to change our DIRECT LINK CRO...

Request from
the CRO to Reduce the
engage for cost
years

Change the biling
way to unit cost
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SERVIER The challenges

e Processes review
 Trainings

Processes L
e Communication

e Unit definition
e Forecast
e Meftrics

BuUsiness
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15/06/2015 08/07/2015
Production
‘ ‘ ‘ ‘ phase
27/06/2015 27/07/2015
: : 02/11/2015
oue digence
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- Procedures
Query & deviation management - Process map

- Global training plan
Training process - elearning

- Study transfer checklist
Study tfransfer process - Study kick off template

- Clarification log template

- Shared area
Communication - Partner referent

- Communication plan
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Study specific
activity

Study transfer
process

Study
information
communication

SOP & MOP

Query 3 ' Protocol

management deviation
= management

SERVIER partner referent is responsable to follow the process compliance
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Billing

Indicators/Metrics

Communication
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BILLING
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a ) n
Quantifiable 1 UNIT
\_ J S =
[ | 1 action in the database
Programmable
\_ J —

‘Easy way’ to retrieve the information related to biling in the database

oo [ e [
Report
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SERVIER eCRF status / Queries

CT4
database Manual query

Deleted
Batch

Deleted

B CRO DM action not take into account (manual query, AC=autoclosed)

. . Specific billing for the deleted Batchidentify in ecrf
O CRO DM action take info account (open, closed, deleted) withreason « DELETED BATCH x »

[7] Inform system status change not take info account
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BILLING: Automatic reports
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Data From 28-8-2015 to 27-9-2015
1.Report programmed by SERVIER

2. Program validated by the CRO

Mumber of ieration managed by Cognizant D fteration

NE OF QUERIES fe-cf queries] 7310

NB OF CT4 QUERIES {paperidm CRF discrepancies) 309

Each month, SERVIER partner - S ] 1
referent runs the report and sent it fo NS OF DEVIATION {protocol deviation) 1753
the CRO TOTAL NB OF ITERATION | 9384

The CRO provides the billing based
on these figures.

Data From 28-8:2016 to 27-9-2015

Work for billing validation
is reduced for SERVIER
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‘ Reference database
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Reference database

- Ongoing reference
- Based on 115 studies
- Reference by axis, by phase, by type of data

Therapeutic axis m eCRF queries/visit Deviations/visit

Cardiovascular 3.25 2,32
Neuropsychiatry Il 3,44 1,64
Cardiovascular PKH 8.39 4,39
All Central lab 0,75 =

- Reference by study:

NB OF NB OF CT4 NB OF CT4|NB OF CT4|NB OF CT4| NB OF CT4
ITERATIO| NB OF NB OF NB OF CT4 QUERIES QUERIIES QUERI.ES QUERI.ES QUERI.ES
N QUERIES | QUERIES QUERIES (@il (centralized | (centralized | (centralized | (centralized
STUDY] PAPER (Quenes, (e-(_:rf (e—grf ) lab data | irs data ; Eiata review Ipther datq
PROTOCOL DRUG AXE |ORECRF Discrepan| queries) queries) discrepancia iscrepancieldiscrepancieldiscrepancieldiscrepanci
STUDY cies, |MANAGED| OPEN BY s) s) s) s)
Deviation)] BY DM DM MANAGED | MANAGED | MANAGED | MANAGED
MANAGE | (iteration) | (iteration) (iteration) BY DM BY DM BY DM BY DM
D BY DM (iteration) | (iteration) | (iteration) | (iteration)
CANCER]
CL112345001|S12345 O ECRF| 132 104] 644] 13697 4446 1392 1991 25 6238 1035] 0 0 528 5710f 1022
CANCER]
CL1412345002/S12345 O ECRF| 13 12 60 1333] 704] 223 91 0 205 58] 0 0 0 205 333
CANCER]
CL178945001|S78945 O ECRF| 25 20 11% 363_9| 1078] 42% 849 0 1030] 4£_JI 0 0 285 745 683
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Quarterly Forecast

Annual Forecast = work order

Number of iteration
planned for the year

Number of iteration by
study

- Allow the CRO to
validate capacity planning

- based on the real

- Reference
- Planned list of studies

- Reference

- Real figures for the previous 3 months
- Algorithm: Product/TA, Study Protocol,
Recruitment Curve

Coordination by the SERVIER partner referent
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Indicators/Metrics
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- Alert Servier DM weekly to follow - Follow Year Budget, Quarter
validation activities by studies Budgeft, global budget
- Discuss issues with CRO

Budget indicators

Coordination by the SERVIER partner referent
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Performance indicators

Queries management Delay

MANAGEMENT TIME TO VALIDATE

iiil:::::liii
5,00%

W Managed in 5 days ™ Not managed in 5 days

eC ies

80,00%

W Managed M Not managed

Specific process to identify queries
waiting for programming correction.
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SERVIER quality
control done for
each study every 6
weeks (frequency
adapted to the
study) on 10 % of
iteration managed

Performance
indicator for the
SERVIER DM on the
fime to answer CRO
questions

10/11/2015

Quality indicators

If Abnormality
rate > 2 %

- Action plan
(training...)
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201510 201591 209542 201801 201802 20903 D0I604 201605 IMISDE 209607  20ME0E 201808
2015 . 2016 Exercica

| LABEL OF FORMER VARIABLE ~=BUGDET ENGAGED  —— BUGDET FORECASTED |

I'_u clos
?ﬂ!'!i ﬂr N"I-S-H Jﬂli—“ M1-E-l.'ll ]'ﬂ'lb-lﬂ HHEJJJ 2'I!1G-[I-I .!.Iiﬂ-ﬂﬁ J'I'HF-JL J'{ITE-I?F ?‘IJIE.M .'.'EHE-DJ.

"3 W k€ [ ke e ™ e "3 kE [ E

BUGDET
ENGAGED
BUGDET

FORECASTED 4478 E554 B527 10590 1276 4836 18858 WMED 21333 236542 25008

Budget indicators

PROTOCOL=CL301574237

tib of lteration
14004 —
I

200

10004

f b

Lleh

40

200,
D- T T T T
201510 2151 201513 -0

2015 - A6 Exercice

LABEL OF FORMER VARIABLE —=— TOTAL MBI OF ITERATION (CQueties, Discrapancins, Deaston ) FORECASTED
=== TOTAL 18 OF [TERATION {Quenet., mm:mms Do afion) MAHAGED BY COGHIZANT DM
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Budget oversight

B Forecasted -@-Engaged

/Follow up: Forecasted compare to \
Engaged

Alert: when Engaged budget is
under or above Forecasted Budget

\(+/ 10%)
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COMMUNICATION
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Study ad hoc meeting Follow up meeting Operational Steering
Every week (1h30) committee

Topic: Topic:

Governance Engagement start up
Follow CRO activities status

Improve process Transition status
Resolve general Training status

issues Pilot phase status

= Priority management Study Quality

| (o] ][ o .
= Study planning :
= Study clarification :
= Re-fraining .

Key challenges

= SERVIER DM = SERVIER partner

referent
SROIDIM = CRO partner referent
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First experience with a CRO based in India

We work to built a strong partnership based on
fransparency and confidence

Opportunity to challenge our processes et create the
reference database

g Next steps... h
- Validate our forecast
- Be able to justify differences in buget between engaged and

v forecasted )
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