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A Sponsor may outsource any or
all of the Sponsor's trial-related
responsibilities to a CRO,

but the ultimate accountability for the
guality and integrity of the trial data
always resides with the Sponsor.
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Contract Terms

Risk Management

Contract Terms

Contract Terms

Contract directly Subcontract
with Supplier through CRO.
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(s) Leveraging and proactivity

Getting ahead of problems
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Vendor Management

Challenges

Vendors understanding the relationship
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Vendor Management

Challenges

« Confusing to the third party

« Causing communication and .
responsiveness lag

e Sponsor required to intercede.

Vendors understanding the relationship
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Vendor Management

Challenges

Proactively identifying issues /
inflexible Vendors
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Vendor Management

Challenges

Inflexible

Limited by 3 Party SOPs
Unwilling to adapt

Difficult to be proactive

Proactively identifying issues /
inflexible Vendors




Vendor Management

Challenges

Managing competitors
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Vendor Management

Challenges

Strategic suppliers diff. categories
Reluctant to share information
Proprietary concerns

Reluctant to accept feedback
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Managing competitors



Vendor Management

Challenges

Sharing lessons learned
across portfolio
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Vendor Management

Challenges

« Complicated web of feedback
« Changing of personnel
« Changing of vendors per study
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Sharing lessons learned
across portfolio




Vendor Management

Successes!
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Regular Meetings




Vendor Management

Successes!

« Greater visibility

* Insight to CRO on expectations
Reduce meetings as relationship matures * w ” ﬁ

Regular Meetings
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Multi-tiered Vendor Management
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Vendor Management

Successes!
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IM| Medimmune

™M Medimmune

3d Party Labs

39



Vendor Management

Successes!

. Multi-tiered Vendor Management
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Vendor Management

Successes!

* Reduce complexity for CRO
« Lab’s manage labs (expertise)
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Multi-tiered Vendor Management
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Vendor Management

Challenges

* Vendors understanding the relationship

Proactively identifying issues /

inflexible vendors

Managing competitors

Sharing lessons learned across portfolio
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Successes!

Regular Meetings
Multi-tiered Vendor Management




3 Case Studies

CRO managing:

Laboratory Testing Services Vendors




case Study Share Lessons Learned
#1 Across the Portfolio

=

Challenges Solution

Issue: Reagent shortages led to halting VM Solution: Increase vendor oversight.
collection kit production. Actions:
Occurrence: numerous times. * CAPA issued

* Dedicated CRO VM across portfolio
Standing Remedy: no adequate backup plan Future Remedy: Repeat issues escalated

to vendor PM and Medi PM immediately
after second occurrence.
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case Study Inflexible vendors

#2

Challenges

Issue: Test result missing.

Reason: 2 tubes provided to lab with
identical label. Per lab SOP, 1 tube
discarded without further inquiry.

Standing Remedy: none

1
. ¢

Solution

VM Solution: Increase vendor oversight.
Actions:

* Installed 27 tier of VM

* Dedicated CLab BioSpecimen PM
Future Remedy: all discrepancies in
will be reconciled by the CLab
BioSpecimen PM.




case Study Vendors understanding the
73 relationship

Challenges Solution

Issue: Prescreening delayed VM Solution: Increase vendor oversight.
Reasons: Actions: Installed 2" tier of VM

* Lab Manuals not dispersed in time (b/c) Future Remedy: Regular meetings with

* Labs did not provide info to CRO (b/c) vendor PM and CLab BioSpecimen PM

* Labs reluctant to be managed by CRO (weekly tracker). And regular meetings
Other actions: Labs (several) requested between CRO VM and CLab BioSpecimen PM.

meetings with Medi to “correct”
relationship structure.
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Challenges i
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Vendors understanding the

relationship %“”

Proactively identifying issues /

inflexible vendors e
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Managing competitors
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Confidentiality Notice

This file is private and may contain confidential and proprietary information. If you have received this file in error, please notify us and remove
it from your system and note that you must not copy, distribute or take any action in reliance on it. Any unauthorized use or disclosure of the

contents of this file is not permitted and may be unlawful. AstraZeneca PLC, 1 Francis Crick Avenue, Cambridge Biomedical Campus,
Cambridge, CB2 0AA, UK, T: +44(0)203 749 5000, www.astrazeneca.com



