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Revised Cycle Time Proposal

B Protocol sent to site
H |RB decision date

B Contract sent to site
B Contract executed
M Site Activation

M First patient consented
Sub-groups can form to address additional metrics
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Objectives

B Data Elements

B Cycle Time Metrics
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Site Type

B Description of physical location where clinical
trial is being conducted

¢ Academic

¢ Hospital Based

¢ Private Practice / Stand-alone Clinic
¢ Group Practice / Physician Group

¢ Stand-Alone Clinical Research Center
¢ Government Center

Drop Down [
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Protocol ID

B Unique identifier for a given protocol

¢ ClinicalTrials.gov NCT # preferred
OR

¢ Protocol number & indicate who assigned #
(assigned by the sponsor/funder)

Free Text .


https://ClinicalTrials.gov

Study Phase

B |ndicate Phase (Phase I-IV)

B “Other” category included for observational
studies

B Hybrid studies — e.g. Phase I/Il, Ph. IlIB —
document as higher level (Ph. IlIB = Ph. V)
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IRB Type

B |ndicate type of IRB
¢ Central
¢ Local
¢ Central, Non-Commercial
¢ Commercial serving as local IRB

Drop Down |8




Therapeutic Area

B General categorization of disorders consistent
with a body system or science of body system

¢ Use known standard list — ClinicalTrials.gov,
Centerwatch, MedDRA

1]
Cal )


https://ClinicalTrials.gov

Indication

B Specific disease or disorder under a Therapeutic
Area being studied

¢ Adopt same standard to be used for Therapeutic
Area
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Cycle Time Metrics

CYCLE TIME METRICS (Date to Date)

Date protocol sent / Date protocol received

Date protocol submission by site to local IRB

Date protocol sent / Date protocol received

Date final IRB approval by local IRB

Date protocol sent / Date protocol received

Date of site activation

Date protocol sent / Date protocol received

Date of final site signature on site contract

Date final IRB approval by local IRB

Date of site activation

Date of site approval by central IRB

Date of final site signature on site contract

Date of site approval by central IRB

Date of site activation

Date of final site signature on site contract

Date of site activation

Date of Site Activation

Date of 1st patient Consent

Date of Site Activation

Date of 1st patient visit

Data of site receipt of draft contract

Date of final site signature on site contract

Date protocol submission by site to local IRB

Date final IRB approval by local IRB

Date protocol sent / Date protocol received

Date of site approval by central IRB

T
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Date Protocol Sent to Site OR
Date Protocol Received by Site

B Date protocol sent vs. date protocol receipt by
site?

B |nclusion of NCI co-op studies for studies that
become active as protocol is available or date co-
op group activates

17
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Additional Comments

B Thank you!
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