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There Is an increased complexity to trial design and conduct.

Complexity of Clinical Trials Has Increased

During the last decade clinical trial designs and procedures have hecome much more complex.

Sourze: Tufts Center for the Study of Drug Development, "Growing Protocol Design Complexity Sfresses Investigators, Volunteers,” Tuts C300 impact Regpor 10, me. 1 (2008).

Changes in Clinical Trials: Resources, Length and Participation

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

Clinical Trial Staff Work Burden

. 2] 35 67%
(Measured in Work-effort Units)
Length of Clinical Trial (Days) 460 780 70%
Clinical Trial-Participant Enrollment Rate
nica’ fria-rarticipant Enrot . 75% 59% 2%
(% of volunteers meeting trial criteria)
inical Trial-Participant R - ) ﬂ ﬁ
C.mc;il. al grt cipant Retention Rate £9% 48% -30%
(% of participants completing trial)
Source: Tufts Center for the Study of Drug Development

Source: http://www.phrma.org
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ost Commonly Negotiated Sections of the
ICF/HIPAA Changes

Compensation for injury

] Compensation for injury
HIPAA

g Drug risk
Confidentiality
Conflict of Interest

m Birth Control
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Colors indicate number of studies with locations in that region

Least _ Mast
# Studies Worldwide: 126,295

Source: (search date: 22 May 2012 7


http://www.clinicaltrials.gov/
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ICH / GCP

Data Integrity

Investigational Plan /

Protocol Quality

Patient Safety
Measures beyond GCP

(i.e., patient retention, vital status
collection, safety evaluation over

time)
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