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What Sponsors Want from Sites
Insights from clinical operations executives

Diane Hoffman

Associate Director, Clinical Operations (former) - Janssen Pharmaceuticals

Jennifer Sheller
AVP, Clinical Operations - Merck

Be the Site of Choice hosted by the WCG Global Research Network (GRN)




‘It takes a Village”

Our common goals:

Develop and provide innovative

ducts that di
Purpose [Ertn=rikee

Maintain High Quality standards

Q u a | |ty Inspection ready at all times

+ Get new medicines to the
people who need them as
quickly as possible

Studies registered on clintrials.gov - 9/11/2019
315,959 research studies in 209 countries.
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Our Work Together: Sponsor & Sites

EXPERIMENTAL b : CLINICAL TRIAL
CONCEPT EXECUTION

Protocol Program-level Study
planning start-up

S ponsors are Robust Tlmely
looking for ... Site feasibility Site Start-Up
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Execution
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DOCUMENTATION
FOR REGULATORY
SUBMISSION

LOCKED
DATABASE

Data Quality Clinical study
processing mgmt. report (CSR)

Robust
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Retention
Plan

Protocol &
GCP
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Feasibility

Recruitment
& Retention

Compliance
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Sponsors are looking for...

Access to
population

Central IRB
use

Patient
pathway &

touch points

Qualified,
trained staff

ALCOAC -
Source

Data driven
assessments

Core
negotiated
documents

Effective ways
to engage
touchpoints

Protocol
Compliance

Timely Data
Entry

Buy-in from
referring
clinicians

Alignment on
timelines,
‘micro” plans

Tell us what
you need. ..

GCP
Compliance

Timely Query
Resolution

Resources

Build R&R
Plan

Patient
engagement -
long term f-up

Data Privacy
Compliance

Understand
training needs
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High Interest,
Commitment

Proactive ID of
potential
patients

Track, Manage
& Meet Plan
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Questions?
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