Clinical Trial Agreement — Process Flow/START submission to SPA

IRB Coverage Analysis AGT Contract AGT Record in  Proposal Record in
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SIS S Ve (IRIS eIRB system) Record in START START START

Receives New study

from Sponsor
Protocol

Draft ICF
Proposed Budget
Proposed Contract
Regulatory
Documents

Submit Contract to
SPA vis START
*Create Proposal
record in START
*Create AGT record
for CTA in START

Submit Study to IRB

via RIS

Reg Docs Completed (No SPA/START involvement)

Dept. Notified CAis
Approved-and completes
the following tabs in the
CAIB tool

IRB reviews Protocol

Weekly report of
studies submitted to
IRB sent to SPA

Effort
Costs
Start up
Summary

Once the above step is complete the
Internal budget provides costs to
department to conduct study- Now
ready to negotiate budget with
sponsor

v

Department
negotiates budget
with sponsor

When budget finalized Sponsor
insert into final version of CTA. -
CTA ready to route for signature

Final budget information added into
START Proposal record

*START budget completed

SPA identifies
studies requiring
CA/Budget grid

SPA creates CA AGT
record in START

Protocol is sent to
Huron —
CA completed on

CA/Internal budget

tool (CAIB)

After CAis
completed START
record is notated as
“CA-Approved” in
START

Study team
completes Internal
budget tabs now,

SPA places CTA in
queue for legal term
review

Priority of
ranking in
queue is based
upon status of
Proposal
record and
status of CA

SPA negotiates legal
terms of the
agreement with
sponsor

SPA awaits final
budget to be
inserted into CTA
SPA awaits Proposal
Record complete to
route for signature

SPA keeps notes in
START on the
Submission level
Status tab.

You can always look
at the record to get
a status update

Proposal Record
started
Will complete once
budget has been
finalized with
Sponsor

Department

*CA/Internal Budget tool completed gl
and uploaded into START P Record
*Final Budget from sponsor uploaded
into START P record

Department is notified of
Financial Account Project set

SPA routes CTA for
Pland UTH
signature and seind
to Sponsor for final
signature

SPA marks CTA AGT
record as “Fully
Executed”

' 4 submits P record for
final SPA | review

SPA submits
Proposal Record to

PAF for financial
Account set up

up completion




