Q4. What is the timeline of a clinical research study? What is the order of the
steps and what steps can be taken concurrently?

The timeline below represents an overview of clinical research. The full version is available on
the Sponsored Programs website. The link is included in the resources section below.

Sponsored Programs

Review Study

Clinical Research Contract Execution Timeline

SPA / DEPARTMENT

Summary
Review Study consists of
Tools and Resources
= Coverage Analysis (CA) - a systematic review that examines cinicai trial protocols and Guidetines
) determines the items and services to be bilied to the study sponsor of the insurance company

PO = Internal review of industry clinical research agreements

Required UTSW IRB Review
You must submit all research involving human subjects for review and approval to the UTSW
Institutional Review Board (IRB).
~~~~~~ Visit Human Research Protection Program (HRPP)

Estimated Duration

. The duration of contract reviews variesflased on your sponsor, agreement, or contract fype.

e Please note, the overview timeline below is for internal use only and not intended for
sharing with external stakeholders. The timeline is based upon time estimates, but
specific items may take a longer or shorter duration of time.

ESTIMATED CLINICAL RESEARCH TIMELINE

SPAEXECUTES
AGREEMENT
DAY 0 DAY 5-15 DAY 30 DAY 60 DAY 90-110
SPONSOR SENDS SPA EXECUTES CDA SPA RELEASES DRAFT SPA NEGOTIATES STUDY TEAM SUBMITS
CDATOSPA COVERAGE ANALYSIS STAND-ALONE CTA BUDGET
DAY 3 DAY 15-25 DAY 45 DAY 90
PISENDS TO SPA PISUBMITS SPA NEGOTIATES SOW SPANEGOTIATES
AGREEMENT TO SPA, UNDER MASTER INVESTIGATOR-
COMPLETES IRB AGREEMENT INITIATED
SUBMISSION, SUBMITS
: AGREEMENTS
FOR COVERAGE IRB REVIEWS SPA PERFORMS
ANALYSIS REVIEW AND APPROVES CONGRUENCY REVIEW
SUBMISSION AND ISSUES COVERAGE

ANALYSIS APPROVAL
STUDY TEAM WORKS

ON BUDGET

To locate the full version timeline, click the Research tab on the UTSW website, then select
Sponsored Programs Administration.


https://www.utsouthwestern.edu/employees/spa/clinical-research/review-study.html
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Scroll to the middle of the page and select View Clinical Research Timeline.

Sponsored Programs

Review Study

Clinical Research Contract Execution Timeline

SPA/ DEPARTMENT

Summary

Review Study consists of

= Cowerage Analysis (CA) - a systematic review that examines clinicai trial protocols and
bt subminion

Getermines the ftems and services to be bilied to the study sponsor or the insurance company
WCrpemat e o g 9 s

= Interal review of industry clinical ressarch agresments

Required UTSW IRB Review
You must submi al research involving human subjects for review and approval to the UTSW
Institutional Review Board (IRB)
Visit Human Research Protection Program (HRPP

Estimated Duration

The duration of contract reviews varies|

View Ciinical Research Timeline

ased on your sponsor, agreement, or contract type.

Tools and Resources
Guidetines.

Externa Resources

The published timeline is very detailed for those who are new to clinical research
administration.
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Once you become more familiar with the process, you might refer to a reduced overview.

SPA EXECUTES
AGREEMENT
DAY 0 DAY 5-15 DAY 30 DAY 60 DAY 90-110
SPONSOR SENDS SPA EXECUTES CDA SPA RELEASES DRAFT SPANEGOTIATES STUDY TEAM SUBMITS
CDATOSPA COVERAGE ANALYSIS STAND-ALONE CTA BUDGET
DAY 3 DAY 15-25 DAY 45 DAY 20
PISENDS TOSPA PISUBMITS SPA NEGOTIATES SOW SPA NEGOTIATES
AGREEMENT TO SPA, UNDER MASTER INVESTIGATOR-
COMPLETES IRB AGREEMENT INITIATED
SUBMISSION, SUBMITS
4 AGREEMENTS
FOR COVERAGE IRB REVIEWS SPA PERFORMS
ANALYSIS REVIEW AND APPROVES CONGRUENCY REVIEW
SUBMISSION AND ISSUES COVERAGE
ANALYSIS APPROVAL
STUDY TEAM WORKS
ONBUDGET

Now we will compare the two timelines and drill down to identify what can be done ahead of
time and what can be done concurrently.

COMPREHENSIVE TIMELINE

Clinical Research Contract Execution Timeline
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The top portion of the detailed timeline begins with the Confidential Disclosure Agreement
process. This is the time to get the CDA in place before continuing the steps, based on whether

it is investigator-initiated trial, master clinical trial agreement, or master clinical trial agreement
statement of work.




Clinical Research Contract Execution Timeline
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The top portion of the detailed timeline is identified in the overview timeline as Day 0 through

Day 15.

Clinical Research Contract Execution Timeline
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Referring now to the middle section, while you are working on your contract execution, there
are some concurrent IRB protocol and coverage analysis budget items.
Clinical Research Contract Execution Timeline R CABudgetSutmizion
IRB Submission eartrant o b

SPA/ DEPARTMENT

SPA negotiates agreements with Sponsar

The middle portion of the detailed timeline is identified in the overview timeline as Day 15

through Day 90.
Clinical Research Contract Execution Timeline
SPA / DEPARTMENT
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And finally, the bottom portion shows that the SPA process concludes with congruency review
and final execution of signatures before submitting to the SPA award setup team.

Clinical Research Contract Execution Timeline

SPA / DEPARTMENT

* IRB Approval
required for IT

SPA Coverage Analysis and contract team
conducts congruency review

SPA sends final Agreement to Pl for review
and signature

SPA obtains all signatures and submits to
Award Setup team

SPA Process
Complete

* Pl approved CAis
required for all prior to
routing for signatures

The bottom portion is identified in the overview timeline beginning with Day 90.

Clinical Research Contract Execution Timeline

SPA / DEPARTMENT

DAY 5-15.

ESTIMATED CLINICAL RESEARCH TIMELINE
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For additional information, see the Clinical Research Services Overview module in Taleo.

Resources

Clinical Research Contract Execution Timeline

SPA Clinical Research Review Study Webpage

Clinical Research Services Overview Taleo Module



https://www.utsouthwestern.edu/employees/spa/assets/contract-execution-timeline-v3.pdf
https://www.utsouthwestern.edu/employees/spa/clinical-research/review-study.html
https://utsw.learn.taleo.net/courseredirect.asp?courseid=4674&sessionid=3-200E7DD0-BD90-4845-95FB-12F10FD7A89B



