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- Mandatory doom and gloom

« Our world has changed

- The information out there

- What can we do with it ?

 Project description and:

- Some outcomes

. Application of knowledge management

- Practical suggestions and take home messages
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Resources are in the wrong
place

Cost pressure (public)

Innovation stagnation (big is
no longer beautiful)

Disillusionment and lacking
confidence

Relentless requlatory hurdles
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Clinical research well also not so hot

Changes in Clinical Trials: Resources, Length and FParticipation

Percentage
change

Procedures per Trial Protocol (Median)
le.g. bloodwork, routine exams, x-rays, etc.)

Clinical Trial Staff Work Burden
(Measured in Work-effort Units)

Length of Clinical Trial (Days)

Clinical Trial-Participant Enrollment Rate
(% of volunteers meeting trial criteria)

Clinical Trial-Participant Retention Rate
(% of participants completing trial)

21

460

75%

69%

65%

More complex

35 67%

780 70%

Ionger

—I'If’

No more subjects

48%  -30%

_ B No more interest
Source: Tufts Center T —
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOCD AND DRUG ADMINISTRATION

STATEMENT OF INVESTIGATOR

(TITLE 21, CODE OF FEDERAL REGULATIONS (CFR) PART 312)
(See instructions on reverse side. )

1. NAME AND ADDRESS OF INVESTIGATOR

FDA BMIS registrations per year USA vs rest of the world
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Investigator registrations offer strategic and

regulatory insights

FDA BMIS registrations per country
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« New data sources

. Sea-change in social
availability and use of
information

« User threshold

- Geo-economic shifts of power
. Viral speed of Gossip
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Percentage of the number of trials not in ct.gov
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We needed an Intelligent way
to process web information
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Who has experience in an organisation WIth the assets to
conduct my trial?
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LDB-Cell

Non-disclosed sites
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