Study Tracking and Registration System
(STARS)

Krishna Juluru, MD

Assistant Professor, Department of Radiology
Weill Cornell Medical College

New York, NY

Disclosures

m No disclosures

m Perhaps one day I'll be more important

K Juluru - STARS 9/20/11

10/5/2011



10/5/2011

+
IDEAL and OIPDR at
Weill Cornell Medical College

IDEAL - Imaging Data Evaluation and Analytics Lab
OIPDR - Office of Imaging Protocol Development and Review

http://ideal-cornell.com

m Clinical Care

m IDEAL Research

m Research Support
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Research Support Services

m De-identify data

m Store data in Research PACS

m Maintain research key

m Transmit de-identified data to CRO

m Perform specialized image processing

m Complete specialized documentation
m Case-report forms
m Custom reads
m Response assessment (RECIST, Cheson)
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Clinical and Research Workflow

o e Standard reads
Clinical B EERT

\\[srd’ails)is | technologies

* Specialized data
Research BioclE !
\ o transmission

* Specialized reads
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Challenges to Research Workflow

m Adherence to imaging protocols
m Adherence to reporting standards

m Specialized billing
= Imaging

m Research support services
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Study registration workflow

OIPDR - Office of Imaging Protocol Development and Review
IDEAL — Imaging Data Evaluation and Analytics Lab

|

Researcher OIPDR IDEAL Researcher

Establish

cati ith

Basic info Review protocol commu.nclgaolon i Approve budgets
Site survey / site

initiation

Study / imaging Define imaging and Review cutom order

protocol special instructions forms
Data management /
custom read budget

Contact inf ti I ing budget ubmit IRB 1
ontact information maging budge!
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* Register subject * Complete data
* Request timepoint / management
service « Complete specialized
image processing
+ Assure Imaging is
complete
Researcher
[ 4
Radiologist
* QC on response * Review image
assessment processing
« Bill for all services « Complete custom
J reads
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STARS Infrastructure

m WEB based technology
m mySQL database
m Sits on Weill Cornell internal network

m Manages multiple user groups
m PI
= Research coordinator
= Radiologist
= IDEAL staff
OIPDR staff
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STARS — Representatl ve SCreeIs
- —
= = = = =
Eagle Plan Code:
This Code is used when ordering non-standard-of-care services from the
Hospital that are billable to the study

Grant #:

Site ID#:

Data Management Services: = (7 No data managerment
= " Image De-Identify and Store (Do not transmit to CRO)
= " Image De-Identify, Store and Transmit to CRO

Requested Read Services: = £ No requested reads
= (" Site Reszarch Read
s Clinical Over-Read/MNon-50C
» (" Site Research and Clinical Over Read

Research Read Criteria: » (" RECIST 1.0 Standard
= {7 RECIST 1.1 Standard
= {7 CHESON Standard
= CHESON + SUV
= Custom Read Criteria

Image Processing Requested: . £ ves
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STARS - Study regstration

I |- 2]

Study/Imaging Protocol Form: i
udy/Imaging Protocol Form Choose File | o file chosen

IRB Approval Form: i
ppi Choose File | o file chosen

Human Research Billing Analysis Form: .
9 Analy Choase File | o ile chosen
HREAF External Link

IDEAL Researcher Agreement Form:
Chaose File | Mo file chosen

IDEAL Researcher Agreement Form External Link

Select Principal Investigator

Select the PI for this study, Additional an be
ta add additional PIs to this list, induding their full name, srail address, phone nurmber, mailing addrass, and institution. Exactly

as sub-i i below. Contact ideal@med. cornzll.edu

one PIis required,

Principal Investinator:

= ]
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Study registration workflow

OIPDR - Office of Imaging Protocol Development and Review
IDEAL — Imaging Data Evaluation and Analytics Lab

|

Researcher OIPDR IDEAL Researcher

Basic info

Study / imaging

protocol

Contact information
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Establish
communication with

Site survey / site
initiation

Define imaging and

special instructions forms
Data management /
custom read budget

Review protocol RO Approve budgets

Review cutom order

Imaging budget Submit IRB approval
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Study Tracking Workflow

* Register subject

* Request timepoint /
service

|
* Complete data
management

« Complete specialized
image processing

* Assure Imaging is
complete

[ 4

Radiologist

* QC on response
assessment

« Bill for all services

Review image
processing
Complete custom
reads
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STARS — Subject registration
ALkl SeilypEcin ¢ :
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STARS - Custom Order Form

‘ INEAI Fietam Order Earm ‘

ATTENTION! This order must be followed precisely. For any questions, contact IDEAL.

PATIENT NAME:
MRMN:

Reaussten macime: CT - Without Contrast: Abdomen, Pelvis
SPECIAL INSTRUCTIONS (MUST BE FOLLOWED PRECISELY):

GLESBY Protocol

Series 1. Scan TWO axial (not helical) slices at level of L4-L5 as determined by lateral
scout.

Scan parameters: 5 mm thickness | axial mode | kv=120 | mA=170 | rotation time = 1
sec | DFOV = entire body

Series 2. Scan of entire abdomen and pelvis from lung bases to pubic symphysis.
Scan parameters: Detector configuration: 0.625 x 64 | helical mode | kv=120 | mA=
auto mA | ASIR = 40% | rotation time = 0.6 sec | pitch = 0.984:1 | speed = 39.37 mm/rot
| beam collimation = 40mm | DFOV = entire body | algorithm = standard | noise index:
15| Send 5 mm thick and 0.625 mm thick slices to PACS.

T e T T O T
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STARS — Reader assignment

e e w i i
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STARS — Reader submission
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+
Study Tracking Workflow

* Register subject
* Request timepoint /
service

* QC on response
assessment
« Bill for all services

Researcher

' 4
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Radiologist

9/20/11
|
« Complete data
management
« Complete specialized
image processing
« Assure Imaging is
complete

* Review image
processing
« Complete custom
t reads
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Clinical and Research Workflow

o e Standard reads
Clinical SR

\\[srd’ails)is | technologies

* Specialized data
Researc storage and
K7~ . transmission

* Specialized reads
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Challenges to Research Workflow
- Addressed

m Adherence to imaging protocols
m Utilize custom order forms with imaging specific information

m Adherence to reporting standards
= Parallel reports generated by readers, entered into STARS

m Specialized billing
= Imaging

m Research support services

m Separate billing for data management and read services directly

to research group
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Summary of work done from
1/6/2011 to 8/24/2011

m 35 Research Studies being managed

m 403 tickets submitted
m Data Management
m De-Identify & Store: 41
m De-Identify, Store, & Transmit to CRO: 38
= Image processing: 53
m Research Reads
m Cheson: 94
m Recist 1.0: 51
m Recist 1.1: 73

m Custom: 53

K Juluru - STARS 9/20/11

Study Tracking and Registration System
(STARS)

Krishna Juluru, MD

Assistant Professor, Department of Radiology
Weill Cornell Medical College

New York, NY

10/5/2011

11



