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Develop or Receive Study Plan (from a sponsor) Phase
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Pre-study Feasibility Assessment Phase
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From "Develop or Receive
a Study Plan" Phase
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Assess Resources (staffing, space, time requirements, ancillary services requirements, and training needs)

Consider
recruitment
strategies

Assess protocol
for safety issues
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Assess protocol &
contract
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terms for initial
acceptability

Prepare for
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Evaluation visit
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Pre-study Start-up Phase
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From "Pre-study
Feasibility Assessment"
Phase

v

Consult with RPM and department financial administrator

4

Submit IRB
application for
review
(IRB also involved
in this step)

| See Level lll map
for details

| See Level lll map
— for details

Develop/review budget and payment terms

Complete Human Subjects and other required
training

Submit regulatory
documents to
sponsor/CRO (if
applicable)
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Develop data
collection forms &
study
management tools

Attend Investigator Meeting (if required)

Consult with OSR

to negotiate terms

and conditions of
contract

To
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Department Pl CRC Hospital RPM
From "Pre-study
Start-up" Phase
Receive IRB
approval
Receive Notice of Award from OSR —
See Level Il map
/ for details
Set-up research study account for billing patient
hospital charges
Notify in-service ancillary departments of Protocol
Requirements and study start date
v
Receive and store study supplies
(drug, CRFs, logs, etc)
Organize study
documents and
regulatory binder
Implement
recruitment plan
To "Subject
Screening" Phase
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Subject Screening Phase
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Pre-register subjects at hospital/clinic

Schedule research
appointment(s)

In-patient

Check-in/register subjects on-site

Determine subject eligibility <

To "Complete Subject Study
Visits per Protocol" Phase

Out-patient

See Level Il map
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Complete Subject Study Visits Per Protocol Phase
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Department

RPM

From "Subject Screening"
Phase

v

Conduct procedures according to protocol

Complete data

4

Conduct medical
review of clinical
research data
gathered

collection forms

See Level Il map
for details

See Level lll map
for details

See Level Il map
for details

Review and track charges billed to the study account

Generate invoices to sponsors, if required, to
trigger payments

Schedule and
conduct interim
monitoring visits

To "Complete Documentation
of Study Visits" Phase
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Complete Documentation of Study Visits Phase

Pl

CRC

Department

RPM

From "Complete Subject
Study Visits per Protocol"
Phase

!

Complete case

report forms or

electronic data
capture

File/route study
visit documents

To "Study Close-out"
Phase

See Level Il map
for details
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Study Close-out Phase
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From "Complete Documentation
of Study Visits" Phase

| v

Schedule & conduct close-out monitoring visit

4

Submit close-out
report to IRB and
sponsor

Respond to sponsor's data queries

Write final
scientific report(s)

Submit for
publication

See Level lll map
for details

See Level Il map

e for details

Complete administrative close-out

Archive study
documents

End
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Develop or Receive Study Plan (from a sponsor) Phase
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Pre-study Feasibility Assessment Process
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Pre-study Start-Up Phase

ACCESS Pl CRC RPM Hospital

()

Review and consider funding source(s)

4

(i)
Consider administrative/compliance issues that may require institutional review
and/or waiver approvals

Consult with RPM

20 P SRS HRR R

()
Determine
standard of care
vs. research

(i)

Consult with ancillary departments

(iii)

Determine actual costs (internal budget) vs. charges (external budget)

Develop/review budget and payment terms

(iv)

Review payment terms for acceptable funds flow

\ \
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Study Start-up Phase

ACCESS Pl CRC Hospital RPM

(i)
Obtain gray study budget card from Admitting

Set-up research study account for
billing patient hospital charges

b
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Subject Screening Phase

ACCESS Pl CRC Hospital RPM

@)
Submit subject
demographics
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> Pre-register subjects

0]
Conduct out-
patient check-in

OR

(ii)
Conduct in-patient
admission/Out-
patient surgery or
procedure check-
in

Check-in/register
subject on-line

)

@)
Obtain informed consent prior to any study-
related procedures

4
(ii)

Review inclusion/exclusion criteria

(iii)
Conduct screening procedures according to
protocol

(v)
Schedule follow-up appointment(s) for subjects
that qualify

Determine subject eligibility

v)
Discharge screen failures with follow-up
instructions

\
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Complete Subject Study Visits per Protocol

ACCESS

Pl

CRC

Department

RPM

> Conduct procedures
according to protocol

Complete data
collection forms

)

Review and track charts billed to
the study account

0)
Document & report
all: AEs, SAEs,
and concomitant
mediation

(i)

Use study Account
to bill for research-
related ancillary
service charges

4

(i)
Conduct quarterly
expenditure review
(sign & date)

@

Review & reconcile monthly expenditure
statements

Review & assess study account status via
quarterly reports

(iii)
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Complete Documentation of Study Visits Phase
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Pl

CRC

Department
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Complete case report forms

0]
Complete informed
consent forms

(i)

Complete progress notes

4

(iii)
Complete lab
reports

(iv)

Complete doctor's orders

(v)
Complete data
collection forms

(vi)

Complete medication administration forms

4

Complete tracking logs & department study
status reports

(vii)
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(viii)
Complete
correspondence

(ix)
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Study Close-out Phase
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