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Clinical Trials Policy Review and Reporting Requirements

Revised July, 2008

STOPNO

Study funds 
contracted for 

or held by
UW?

1 – Includes: UW Medical Center, Harborview Medical Center, Eastside Specialty Center, Hall Health Primary Care 
Center and Sports Medicine Clinic. Also includes services, items or tests provided by Investigational Drug 
Services (IDS), Research Testing Services (RTS), the General Clinical Research Center (GCRC), and other 
research-only service areas such as the Diagnostic Imaging Service Center (DISC), MRI at South Lake Union and 
other dedicated research scanners. Studies using only RTS and DISC-type research-only services usually receive a 
CRBB waiver after initial review and may not require a Detail Budget Tool or AAA Account.  

2 – Contact CRBB for further information.

3 – A Detail Budget Tool should be completed before initiating budget negotiation with sponsors.

4 – Studies using only RTS and/or DISC-type research-only services are exempt from study subject enrollment 
reporting requirements. Studies using IDS and GCRC are required to report subject enrollment. Contact CRBB for 
further information. Studies requiring subject entry into the FHCRC Patient Accrual Tracking System (PATS) are 
not exempt from these subject reporting requirements.

5 - See https://staff.washington.edu/dorsee/toolkit.shtml#Subject and https://staff.washington.edu/dorsee/
toolkit.shtml#Closeout

CRBB PRE-IMPLEMENTATION 
REVIEW REQUIRED

CRBB ON-STUDY REPORTING 
REQUIREMENTS

Industry funding
including non-industry 

sponsors passing through 
industry funds

2

Federal 
or other non-industry 

funding, including 
departmental or other 

internal sources 

1. CTP Analysis
2. Detail Budget 

Tool 
3. Billing Grid

4. AAA Account
required before contract 

execution and enrollment
3

1. CTP Analysis
2. Billing Grid only

3. AAA Account
required after award and 

before enrollment.
Detail Budget Tool is 

recommended but optional.

1. Study subject 
enrollment and 
disenrollment4

-Study name and hospital 
number;

-Subject name and hospital 
number;

- Subject on- and off-study 
dates

2. Study billing 
end date5

YES

Clinical services, 
items or tests

provided by UW Medicine 
hospitals or clinics, 

UWP, or SCCA?
1

YES

STOP

Study funds 
contracted for 

or held by
FHCRC?

Clinical services, 
items or tests

provided by UW 
Physicians or SCCA 

ONLY?

Any part of research work 
subcontracted to 

the UW?
-OR-

Clinical services, 
items or tests

provided by UW Medicine 
hospitals or clinics, UWP, 

or SCCA?
1

 Follow policies and 
procedures 

established by 
FHCRC for clinical 
research at SCCA

NO

NO

NO

YES



Clinical Research Studies Requiring UW Medicine Medical Record Documentation
Effective April, 2008

NO

Study funds 
contracted for 

or held by
UW*

*Applies to all funding sources including grants, contracts, gifts, departmental or other internal sources.
**Studies using services, items or tests provided only by Research Testing Services (RTS), the Diagnostic Imaging Service Center (DISC), 
MRI at South Lake Union, and/or other dedicated research scanners do not require medical record documentation.

YES

Clinical services, items 
or tests
provided by 

UW Medical Center**, Harborview 
Medical Center, Eastside Specialty 
Center, Hall Health Primary Care 

Center and Sports Medicine Clinic. 
(Includes services, items or tests 
provided by Investigational Drug 
Services [IDS] and the General 

Clinical Research Center [GCRC])

UW Medicine medical 
record documentation 

required

Study funds contracted for 
or held by
FHCRC

Clinical 
services, 

items or tests
provided by UW 

Physicians or SCCA 
ONLY?

Any part of research 
work 

subcontracted 
to the UW?

-OR-

 Follow policies and 
procedures 

established by 
FHCRC for clinical 
research at SCCA

NO

NO

YES

YES

NO 
UW Medicine medical 
record documentation 

required

NO

NO 
UW Medicine medical 
record documentation 

required
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