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Seattle Children’s Research Institute

+ Leadership Structure

— President - James B. Hendricks, PhD
— Vice President, Research Operations and Logistics - Erik M. Lausund

— Chair, Center Directory Advisory Committee; Chief Academic Office;
Senior Vice President, Children’s Hospital — F. Bruder Stapleton, MD

— Research governance is organized around Research Centers with a
common thematic focus and an identifiable core set of programs to
promote and encourage interdisciplinary research.

» Centers include faculty from multiple disciplines, departments and divisions.

+ The mission and programs of each center is aligned with the Hospital’s and
Institute’s overall strategic goals and priority programs.

— Research Executive Committee (REC) — the strategic, financial and
policy-making body for the research enterprise.

— Center Director Advisory Committee (CDAC) — Represents Research
Centers in the governance structure through the Center Directors and
ex-officio members.
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Facts about the Research Institute

* Funding/Budget
— The Institute receives about $33 million in extramural funding.

— This year, approximately $20 million was funded by the NIH and other
federal sources.

+ Capital Investments

— Initial investments procured approximately 500,000 square feet of
research space in Seattle’s Downtown/South Lake Union area with
proximity to other basic science facilities, including the Fred Hutchinson
Cancer Research Center and the University of Washington’s South
Lake Union development.

» The Research Institute currently occupies approximately 200,000 square
feet of that space, which includes a new 10,000 cage vivarium.

— Subsequent investment is projected to contribute an additional 900,000
square feet.
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Focus for Today

Practical, real world experience of what it takes for
successful deployment of an off-the-shelf clinical trial
management system (CTMS) to support clinical research
billing compliance.

Seattle Children’s implemented StudyManager™ to:

* Manage research billing compliance with greater
accuracy and fewer resources

» Centralize documentation of research visit activity

+ Facilitate auditing of clinical research billing

888-580-8373 | www. hcca-info.org 4




StudyManager™

+ Developed and distributed by Advanced Clinical Software (ACS)

Seattle-based leading provider of clinical trial software

15 years in business
Mature & stable

 Privately held, no venture capital

» Large number of active, multi-year contracts

« Flagship product is currently in its 13t generation
» Thoroughly vetted & proven within the industry

Focus is exclusively clinical research management

Designed for multi-department operations with hundreds of users

: 888-580-8373 | www. hcca-info.org

Institutions Using StudyManager™

+ Currently more than 1,800 unique and active installations including:
— Seattle Children’s
— Baylor College of Medicine
— National Institutes of Health
— Indiana University / Perdue University
— Swedish Hospital — Seattle
— Medical College of Georgia
— Children's Medical Center Dallas
— University of North Texas - Health Science Center
— Children's Hospital of Orange County
— Ontario Institute for Cancer Research

— Columbia University
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What is StudyManager™ ?

A Web-based clinical trial management system
— Makes the process of conducting clinical trials more organized and efficient
— CTMS Modules (Studies, Patient, Financial, Report Builder Modules)
— Easy to use “point-and-click” application
— Central, real-time record of research projects, enroliment statistics & financial status
« Creates budgets, and tracks financial data associated with studies
« Tracks research patient visits and procedures
— Advanced security & compliance features
« Authenticated system access & password aging
« Data partitioning — role-based access & user permissions
« Auditable record of all activity
— Determine a project’s costs prior to sponsor negotiation
— Source for reconciliation & compliance auditing
« Automatic revenue accrual
« Create & send sponsor invoices

« Report Builder — easily customize & share results

.. 888-580-8373 | www.hcca-info.org 7

Implementation — What Did It Take?

Auditing

 Institutional support

+  Well defined implementation plan ,/ Complance
+ 100 + meetings ey AR

1~ Standard Re h
* 12 new policies

« 11 articles in interaction

Education & /
Training

* 11 business processes (8 revised, 3 new)
* 6 Leadership presentations

* 54 new forms

ime to Launch =

« 2risk analysis consultations 18 months

e 2 user manuals

+ 1 web site
* 1 CTMS deployed!

CCA
s
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What You Need

» Clear goals, consistently and visibly supported by Leadership
+ A good team and realistic expectations

» Policies, processes and other tools necessary for success prior to
Go Live

« Partnership with representatives of key areas and end users during
implementation

+ Ongoing monitoring of StudyManager™ utilization and enforceable
consequences of non-compliance
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StudyManager™ Utilization

First 6 Months
of Go Live

Number of
Divisions

9

Number of Trained Users = 11

Research Research Research
Visits Procedures Dollars

1412 $37,111
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StudyManager™ Utilization

Current
(21 Months)

Number of

Divisions

20

Number of Trained Users = 62

Research Research
Visits Procedures

9955
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Research
Dollars

$148,411

95 total studies in StudyManager™
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Sponsor Distribution

100
90
80 A
7 @ Academic
60 O Consortium
50 O Foundation
40 | Federal
30 @ Industry
20 A
10 1
04
2007 2008 Total
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Research Billing Compliance
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Compliance System Model

Parallel System - Original Manual Process

Hospital Billing Systems

Exact Match

Discrepancy Error Fix

StudyManager™

Parallel System — Current Semi-Automated Process

Hospital Billing Systems
StudyManager™

Exact Match

Automated
Audit

Discrepancy

Manual
Audit

Error Fix

888-580-8373 | www.hcca-info.org 15

Research Compliance - Essential Elements

* Investigator maintains primary responsibility for study design,
implementation & conduct

+ Compliance is not optional!

+ Consistent communications from Leadership
+ Policies established to clarify processes

* Processes are standardized

+ Centralized data systems

» Regular education, communication & training

888-580-8373 | www.hcca-info.org 16




StudyManager™ Utilization & Compliance Policy

Elements
1,

All clinical Research
Studies that involve
billable patient

Compliance Issues

1. Creates database that
allows for billing
compliance QA audit

Impact

1.

Allow research teams
to monitor activity of
their studies.

procedures are activity. 2. Clarifies Investigator
required to utilize 2. Ensures adherence to and staff
StudyManager to billing compliance accountability:
create budgets and requirements of payers Failure to comply will
track research and federal policies, as result in corrective
participant activity. well as institutional action up to and
2. Allresearch (Children's and UW) and including suspension
participants will be practice plan of an Investigator’s
entered in requirements. clinical research
StudyManager and all activity.
activity tracked. 3. “Real time” research
activity data will allow
more efficient and
complete auditing of
research billing.
.. 888-580-8373 | www.hcca-info.org 17
Clinical Trial Start Up Policy
Elements Compliance Issues Impact
1. Itis the responsibility of the 1. Clinical research trials will be 1. All study start up
Investigator to ensure the implemented in an efficient, requirements will be
following are in place prior organized and compliant completed prior to study
to initiating a clinical trial: manner. initiation
) :;or;rlol\?a? & SAC (f applicable) 2. Clinical services will be
. Executed contract or grant. consulted with and made

Designated research staff with
required training completed.
Lawson activity number.
Notification to and endorsement
from the Hospital service area
being utilized.

All study supplies, documents,
and equipment available.
Completed Protocol
Implementation Meeting (PIM).
Verification of study entry into
Study Manager by the OSR.

aware of research that will
occur in their service area
prior to initiation of the

study

888-580-8373 | www. hcca-info.org




™ g . . . .
StudyManager™ Utilization Non-Compliance Guideline
Guideline for StudyManager Non-Compliance
Revised 6/8/07
E-mail from Compliance Officer to staff member
- 1st Instance of . !
= N 2 A regarding inital finding of StudyManager non-compliance |
D (intast 12 monthe) P it policy attached. Opportunity for additional training | ¢
3 cect==onvaal e If StudyManager non-compliance ot corrected in 5 business days, 1 year of no
— case advances to the next level StudyManager
compliance issues
3 E-mail from VP of Research to Pl (cc to Center Director,
Chief Academic Officer, Research HR, and President of Quarterly reports of all Level 2 cases will be submitted to CDAC.
2nd Instance of Research Institute) indicating continued findings of
N Non-Compliance [/ StudyManager non-compliance will result in suspension |«
° (in last 12 months) of research activities. Copy of Utilization
% policy attached. Additional training and discussion Level 2 non-compliance willresult in a notation of research biling
9 required non-compliance in the HR personnel file.
‘ If i not corrected in 5 business days,
| case advances to the next level
Letter e-mail and hard copy Compliance Officer
from Compliance Officer and e saidnr T HN Back ‘; L2 :0' 1
VP of Research to PI (cc to Investigator to 2 | Y21 then if fo
President of Research, (Cemer deve\gp and omcgfre':fa‘:zgf:s D ves¥| p\l:n\;zg:oszze:ya 5; of violations, back to
3rd Instance of Director, Chief Academic submit a corrective e ey, B u
Non-Compliance == Officer, Research HR, IRB and === action plan for Pl
© (in last 12 months) Departmental Chief) regarding ensuring BEtaEy s i
= compliance
© repeated findings o{ COTD\\ance to violation? NO,_, | Investigator must revise
3 oo pliance officer B and resubmit corrective
olicy a eseard e
activity suspended. C
J
Reports of all Level 3 cases and corrective action plans will be submitted to Level 3 non-compliance will result in a notation of research billing non-compliance in the personnel
file. Repeated offenses totaling two or more at Level 3 in one year may lead to employee dismissal.
HCCA
UL LTH CARE .
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StudyManager™ Utilization Non-Compliance Memo
StuctyManager Compliance Notice

Daie:

To:

From: Fam Joy

Re:  First Motice of Studyhlanager Hon-Compliance

Attachmenis:  CTR-100 Studyhlanager Utilization & Compliance Policy

& recent review of Studyhvanager data indicates that there way be a non-corapliance
issue.

Study Reviewed:

Principal Investigator:
Patient(s) Reviewed:
Visit(s)'Visit Daie(s) Reviewed:
Compliance Issue: |

Flease make any corrections, update Studylvlanager, andfor respond to this notice by
. Please contact Clint Vickers, Study Marager Adrministrator if son have guestion
oF recpuire assistance with data entry.

Failure to respond to this notice may result in disciplinary action as deseribed in the
attached policy. Feel free to contact me if you have any questions regarding the policy or
this notice

Thark you, Pam

Para Joy, BN, WM, FNP
Director, Office of Clinical Research
Seattle Children's Hospital Research Institute

HCCA
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Key Areas

@ Standard Processes and Policies :>

Enroliment Billing
Budgeting ﬁ and Review

Tracking

<: Education and Training :>

Accurate budgets and corresponding billing plans,
together with accurate procedure data, are the foundation
for billing compliance assurance.

HCCA

888-580-8373 | www.hcca-info.org 21

Budgeting

CCA
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Budgeting: Essential Elements

Centralized process

Review of protocol

Identification of all procedures/costs

Delineation of Research Care vs. Standard of Care Event

Contract Negotiation

Standardized pricing

Investigator sign off on budget

Notification of study entry in StudyManager™ to research
team

: 888-580-8373 | www. hcca-info.org 23
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Clinical Trial Budget Creation Policy

Elements Compliance Issues Impact

1. Defines a standard 1. Implements compliance 1. Standard budget
process for generating elements, consistently document with standard
the SM budget document performed and (known, predictable,
consistent wi pricing consistently equitable) pricing is
policy, financial documented. produced.
res!JonsibiIity analysis 2. System enforced 2.  Allresearch costs are
P"Imy' a!‘d L Investigator approval. considered, included and
LU computed in a budget

2. Rec!uires Investigator 3. Industry sponsored
L e e L LG research will not be
eeluls subsidized by Children’s

Hospital

4. Investigator involvement
in process (approval
requirement).

v .
» 888-580-8373 | www.hcca-info.org 24
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Financial Responsibility Analysis Policy

Elements

1. All research with billable
events will be analyzed to
determine which care
events are standard of
care vs. research.

Compliance Issues

1. Consistent method for
determination performed
by designated staff.

2. Consistent

1.

Impact

Correct delineation of
patient care costs.

Investigator involvement
in process (approval

documentation. requirement).
2. Rec!uues Idn\.'estlgatti»rf 3. System enforced
WL ARG i L Investigator approval.
same.
wx 888-580-8373 | www.hcca-info.org 25
The FRA
Financial Responsibility Analysis
@
2

b Pepper 4 4 g & i o
Shansar: M 5 - - - - - - ~ 2
Protocol # | RS_HEWO 00 e ﬁ %Ei ﬁ %Ei ﬁ ﬁ ﬁ ﬁ
Dates: S/808 & o [5) [0 [5) [5) 5] (5] [5)
Procedures’
Pharmacokinetics Research Research x8 Research x2 Research Research Research
WEGF & WEGFR-2 Research Research
Circulating encathelial cells Research Research
Tumor blocks. Resesarch
DEMRI Research bilable Research hilable
DEMRI pro-fee Research billable Research billsble
Pharmacogenetic studies Research
Tibial growth plate x-ray 2v | Research hillabls Research bilable | Research billable | Ressarch billable
Tibial pro-fee Research bilable Fesearch bilable | Research bilable | Research billable
CBC S0C S0C S0C SOC s0C
Urinalysis. S0C S0C SOC S0C s0C
Electrolytes S0C S0C S0C SOC s0C
Coags SOC SOC S0C S0C
HCG SOC SOC SOC SOC
Fees
CRC Research bilable | Research bilsble | Research bilable | Research bilable | Research billable
Pharmacy dispensing Research billable Research hilable |Ressarch bilable | Research hillable | Research billable
Visit Time Activities
Consert Research
Eligibility review Research
Histary S0C S0C S0C SOC s0C
Physical exam & vital signs SOC SOC SOC S0C S0C
Heioht, weight & BSA SOC SOC S0C S0C
Performance status 30C S0C S0C s0C
Tumor disease evaluation S0C SOC s0C
Subject diary S0C S0C SOC s0C

SCA

T 988-580-8373 | www. hoca-info.org 2
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Standard of Care vs. Research Care

StudyManager™ Report Screenshot

Change to
Standard of
Care in
Screenshot

Visit Date: 06/11/2008 Wisit Name: screening

Adverss Events Review Research $0.00
BrP Research 8507
Chemistry panel Standard of Care $0.00
Coaguletion profile Standard of Care $0.00
CRA Case Report Form (CRF) Research $0.00
Completion/Submission

Echocardiogram or MUGA Standard of Care §0.00
Electrocardingram (ECG) (EKG) Standard of Care 0,00
GGET Research 1914
Height & VWeight Standard of Care $0.00
Hematology panel Standard of Care $0.00
hGH Fesearch F4572
IGF-1 Research F46T2

Enrollment and Tracking

14



Enrollment & Tracking: Essential Elements

» Centralized Process

Entry of Study in StudyManager™
Enrollment of study participants in StudyManager™
Tracking visits/completed procedures in StudyManager™

Coordinator Training

+ Standardized Research Requisitions

LIANCE
ciaTion

.. 888-580-8373 | www.hcca-info.org 29

Notice of Study Entry in StudyManager
Date:
To: PL:

Primary Study Contact:
From: Michelle Palmer, RN, BSN

Clinical Trial Budget Analyst

Offiice of Spensored Research
Re:
Attachments: CTM-100 StudyManager Utilization & Compliance Policy

Schedule of visits and procedures report
The above referenced study has been entered into StudyManager. Please review attached schedule
of visits and procedures as they have been entered into SdyNanager and notify me if there are any
discrepancies with the protocol. Otherwise, tracking of all participants and completed procedures
shonld commence with enrollment of the first research participant.
Per policy CTM-100, all clinical research smdies that involve billable research care events are
required to utilize StudyManager. Additionally, patient enrollment, stams and documentation of
completed study procedures in StudyManager should ocour immediately during the research
participant visit Please see attached policy for additional information regarding StudyManager
utilization and compliance.
If you do not already have a StudyManager account you must complete a StudyManager Account
Request Form (located cn the Children’s Research Web site at-
http:/research seattlechildrens org/assets/docs/studvmanager_account request_form.doc) and e-mail
it to Clint Vickers. Sudy Manager Admnistrator. Upon receipt of the StudyManager Account
Request Form, you will be notified to setup a training session.
If you already have an account and have received training von may proceed with racking participant
dat in StudyManager. Do not hesitate to contact Clint Vickers if you have any questions or require
additional raining.
Additional information about SmdyManager is located on the OCR StudyManager Web site located
ICCA on the Children’s Research Web site at: htp:/research.seattlechildrens. org rss/smdy ger.asp.
y 888-580-8373 | www.hcca-info.org 30
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Training: Getting Started

StudyManager

ACCOUNT REQUEST FORM

OSR notifies

OSR completes Investigator and staff of L
StudyManager study study entry and signoff 1. A1l of the fields below are required to obtain a Studyldanager account
entry "omot"::zgawr 2. Have Supervisorinvestigator* emmail the completed form to Clinton Vickers for account set up

clinton vickersi@iseattlechildrens orz,
{; *Supervisorsilivestigators: Forwarding this form via e-mail to Clinton Vickers indicates your

authorization of the actions requested in this form.

3. Aecount will not be antivated until requestor has completed Studylvlanager training. Vou willbe
ORCE creates user Staff submits contarted by the Office of Clinical Research to schedule training.
account a’!d, Account 4. For help with gquestions ahout this forr, email: clinton sdckersf@seattlechildrens org,
training Request Form
Requestor nformnation
Name: - Phone:
Mew Account [0 Modifir Account [ Termination £
Training and user . .
guides delivered to staff Staff begins Departrents)
StudyManager tracking
by ORCE and ’ N
appropriate access with enrollment of first
granted participant Role: {select one) If ather selected, define role:

Date &ceount Needed or fceount ModifieationTenmination Effective:

Marme of SupervisonTrevestigator of Requestor:

wx 888-580-8373 | www.hcca-info.org 31

Training Checklist

StudyManager Training Checklist

User Trained: Training Date:
User account request form re ceived O Reviewed studies cwrrently in StudyManager  []
Distributed StudyManager User Guide |

Distiibuted StudyManager Pocket Reference []
StudyManager external web page location

Presented the training overview slideshow [ Rewviewed process for determining which O
(Includes StudyManager overview, goal of studies will be added to Study Manager.
research billing complinnce, StudyManager Reviewed process that OSR will notify
compliance, processes and policies) coordinator of new studies added to StudyManager.
Navigating StudyManager Reviewed policy that all data should be O n.ajx;uhmely ?
URL location of Studyhanager program [ entered within 2 business days of when events
Logging in/Passwords/Security O occmred (patient envollment, visits, procedures
Automatic time out after 20 mins inactivity [ completed, and patient study status).
Filters and Lists O fe questions or O
Reviewed scope of what coordinators are O T.
Adding a patient to StudyManager expected to enter into StudyManager.
ntering and saving data (| 1. Enter patients in StudyManager O
Field deseriptions (| 2. Enroll patients to the appropriate study in
Editing data O StudyManager
3. Add visits and check off completed procedures in
Enrolling a patient to a study StudyManager
Add patient to study O 4. Keep patient status current
Select investigator, coordinator, site O
The iiems of indbrmation cheche d o ffhave heen The iiens of information che ched off have been
coneyed i the msearch eam memberbeing coreyed i me and all of iy guestions have hean
trained, the h eam her has exp d ar d
anunderstanding of thiz inf ion and all

qyuesfions have heen ansuered.

Trainee Signature Daie

Trainer Signature Daie

.. 888-580-8373 | www.hcca-info.org 32




User Guides

Children’s Hospital and
Regional Medical Center

) Study Coordinator —
StudyManager Process Flow
6/19/2007

StudyManager Web Address:

to StudyManager

eld Deseription
et palient’s first name
ter patisnt’s middle initis]

ey patient’s last name.

Leet “Children’s” from the drop

wamenn, The specific division/
nic whers the patient is a siudy
Liticipant will be selected later when
Lioiting the patient to the study

ter patient’s medical record number

hildren’s.

studymannger/
- = Same User Name used
- . 5 o stL:Q"'; Into ldren's Workstation
Seattle Children’s Hospital T I iren’s msers will be
. informed of their User Name at
Research Institute i,
l Password = As selected at Iraining.
1. Select Patient Module
Creats aw 2. Click on New Patient
+ . 3. Enter Name, Site, Patient 1D,
patient entry in ] ¢ . Sit, >
StdyManager User Guide StudyManager e L
Coordinators Edition ST,
1 1. Click on Patient in Patient List to
select,
2. Click on Add Patient to Study.
y 3. Seleet Study, Investigator,
Add patientto || T L -
shudy multi-arm), |
status and Screening (and/or

4. Click Submit.

ave blank

tering the address is ot required,
ave hlank

ave this set at the default, “ Available

| Randomization Number).

jt Studies”

Gender
Date

A

LT SR

SoCIATION

Select the gender

Enter the bitth date in MMDDITYYY
format,

Age will automatically caleulate

oy 888-580-8373 | www. hcca-info.org
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Study Entry

Therapeutic Area:

| [

Title:

| Add Study |
' = Required
' Study Ik Protocol ?
' Sponsor: ;I Indication: ﬁ

Studly is active: [ HCI Reporting Stuchy: [~

DrugDevice: |

Phase:l vl Length (Mo.): I_ Patient Quota:l
CcRo: | |

Department: I ;I

Start Date: I II II * Multi-arm: I vI

888-580-8373 | www. hcca-info.org
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Enrolling Participants

» Basic patient information is added to the StudyManager
patient database.

Date Updated: 04/27/2007 Updated By: cvickers

* = Required

| First Hame:|

wi:[ " Last Hame: |

|~ sne{ =]

Patient ID:| |A(I(Ii(ional 0: |
Street:
Apt/ Suite: |
City: [ State: | Zip: |
Phone 1: | Phone 2 [
Email: |

Availability: [ Avaiiable for Studies x|

Gel“ler:’ﬁ Birth Dme{ﬁ‘-ﬂge: l_

Add patient to study

Select study; |

+ Patients are “enrolled” in the
pre-built study in

Selectinvestigatori[ 7]
Selectcoordinatord] =]
selectsitei] 7]
Selecthospiali] =]

StudyManager.

ASSOCIATION

swenen  888-580-8373 | www. heca-info.org

Alias: |CCY

Patient's initial status:
" Pre-Scresning (' Scresning
" Randomized

€ On Study

35

Tracking Participant Activity

+ Research participant visits
are recorded by adding

visits.

* Procedures are
checked off as

complete and
dates of
service are
recorded.

MHCCA

W aRe

ciaTion

| Add Visit (Study: WA201-RC201)

Select a visit: | 1.08 / Cycle 1 Day & > | VisitDate:| 04 /| 27 | 2007

Submit | Cancel

Visit Date: 03/02/2007

s

F—

E

~

Visit Procedures

Procedure Date

Procedure Provider

[0a [ oz /2007
[T5 "oz s[2007 |
[To3 /[ To2 i 2007 |
[T03 [0z i 2007 |

Hote: Vital signs inclucle re|

03 4| 02 ¥ 2007
03 4| 02 ¥ 2007

Note: Disease evaluation

03 4| 02 ¥ 2007

Note: AP and lateral

03 4| 02 4| 2007
03 4| 02 ¥ 2007
03 4| 02 f| 2007

Informed Consent

Demographics & Mecical  [Standard of Care, =

History

Physical Exam

Vital Signs Standard of Care, ¥

Epiration rate, blood pressure, pulse and temperafure.

Height & Weight

Disease Evaluation
ill be conducted as appropriate for disease and may
Chest X-Ray

#dverss Events Review  [Research, -
Cancomitant Medications  [Ressarch, ~

Review

Echocardiogram or MUGA [ Standard of Care, ¥

* Hote: Specify which was done in the notes field.

e 888-580-8373 | www.hcca-info.org

Set Visit Date | Set All Providers | Complete Al
Complete Oty Type

[Fessareh, =] [ | [T ProtocokRequired

| 1~ ProtocolRequired

[Sramaoicae =] | | [T ProtocolRequired

P | [1 Protocol-Required

[Sandoaorcare]=] |7 | [1 Protocol ecuired

Research, ~| | = |1_ Protocol-Required

within 6 weeks prior to

Research, ~| | '1_ Protocol-Required

R | [1 Protoco-Required

R | [1 Protoco-Required

R | [1 Protocol-Required

36
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Patient Activity Report

Study Summary: Visit
Heading 2
Heading 3
Sty 10 AG-100 Frotocol Number: AG-03422 Sponsor. AG Pharma
Site 10: 1 Ste Name: Cinical Triais Ofice (CT0)
Alias Total Week 24 Complete  Visin9 Week 4 Week®  Week 12 Screen  Rand. Week 2
Visits for
Patient
ATA L] 040972003 12302003 0SNB2004 (362000 OAOTR003 04N62003 CIN20002 OH/2802002 027472002
66 [ TINBR004 120702004 0332005 11022004 11162004 11162004
8- (] 06N32003 06ATR003 O7NSR004 (O0S2002 0222002 06N 32003
B-M q 12NEZ004 04032002 010772004  1ZAGZ004
B-5 6 0BN272004 0ANTR2004 0823004 (HOS2004 0102004 DBA12004
(=24 2 00272005 03042005
c.7 5 073003 DA/Z3R004 01062002 01/28/2002 0B/S2003
X3 2 12152004 121572004
0 5 DEOS2004  OINER005 DGZ3004 OGRZI2004  DBRAZ004
E-M 1 03122002
(] 8 050772003 050772004 06172002 OS20/2003 0S/21/2003 (2012002 02142002 06062002
(G-A 7 05A 772004 080472002 OAN0R003 06G0Q003 07252002 ORUOAR00Z 08292002
(G-J 8 12A0/2004 12142004 05172000 OGO52003 0S25Q004 (012002 02222002 05202003
Ge 2 OANRD0S 0112005
GR 4 D2NE2005 020272005 00772005 02082005
HH 3 DSAB2004 0S2502004 02042003 020052003

.. 888-580-8373 | www.hcca-info.org
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Revised Requisition Process
* New Research Requisitions
— The new form has an easy to read layout with clear instructions
regarding the information required.
— Research Requisitions are used for:
+ Scheduling
» Ordering
« Billing
,WP,",'\;""; 888-580-8373 | www. hcea-info.org 38
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Research Requisition

(206) 987-2730
Form with patiert label attached must accompany
study participant to Radiology

[/ [Research Requisition - Radiology
Ch"d To schedule call (206) 98 7-2089, Then fax form 1o
Hospitat

All sections must be completed
Patient Name | Patient DOB! Taday's Date

Fatiarit MR Taze/Encourter § e

& digts) & digte) rocedure Date:

Study Code: RS,

Investigator Name

Research Coordinator Hame:

Bttach Patiert Label Here Research Coordinator Fhone

Rezearch Coordinator Pager:

([[Farentreuardian Name

|[[FarentGuardian Phone

Please chech off the requesied
T DEXA DX MRI {(see MRI questions below) ] PET oM O Us

Exam Requested:
Diagnosis: Rsdiclayy fesearh) Exam, not elsewher oassifed
1CDY Code: v7z.5

O Sedation needed [ Labs:

O Contrast needed [ Allergies:

Please considerwhen ordering exams for female patients 11 years and older that radiation can be harmiul
to the patient and fetus. Start date of last menstrual period:

O Facemaker
O Aneunsm dlips

Far WRI, does the patient hawe any of he following
o

rthodontia (Braces)
O Implant

O Metal Fragments [ Sedation needed

O Previous Surgery, Date/Location:
O Frevious MR, Date/Location
O Neurostimulator Type:

Comments/Special Instructins:

“esigned Radiologist (F apphcabiz)

OGS ireldes hedk o submi chargesto CUMG. L
Provider. CPT Codes;] T 7
Glinivans aready chaging efor to a sty sho harge h C st

Ordering Physician finciue first and fast nawe, plzase prnt)

Trdering Physician signature (Requined):

Best contact number for oritical findings: ()

888-580-8373 | www. hcca-info.org
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Billing Review: Essential Elements

» Centralized Process

— Dedicated reviewer in a centralized office

» Needs both clinical and research experience
— Data is centrally located
— Correcting errors
+ Continuous Review Schedule
— Quarterly & at study completion
+ Participation of Investigator & Research Team
— Process for education/training

— Consistent consequences for non-compliance

.. 888-580-8373 | www.hcca-info.org 41
Institutional Office of - Clinical ’ Clinical
Research N Billing Business .
- Review Sponsored . Research N Research Archives
Finance Reviewer N Services
Board Research Associate Center
[ Budget ] [ Protocol ] [ Protocol ] 9 [ Protocol ] [\nvns\onAcctlnlo] [OlherPahenHMn] [ Protocol ]
[ \ \ & o5 Ao
o] [ ] o] (fop)
_Palwenl Records
Auditor: Gather
Information
Audit Data with p
Contact Research udit Data wi Contact CRA to ‘
Finance abat mvsnane Ly resove any
Debited Costs If,mmm" discrepancies
Make Debit Notify Bt
Cartctens Eror Resoluton Senvoes of Erors
Verify Error
Correction
Occurred in
Invision
“( 888-580-8373 | www. hcca-info.org 42
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StudyManager™ Review Process

wr 888-580-8373 | www.hcca-info.org

- Clinical .
Research Billing Business
; . Research .
Finance Reviewer : Services
Associate
Access participant
activity in Nt
StudyManager
Access billing
information in
EBSS
Compare data to Contact CRA to
identify billing  }—} review any
errors discrepancies
Contact Research Notify Business
Finance [ E™ Services of Errors
Make Research Make Patient
A Document findings
ccount in audit report Account
Corrections P Corrections

43

Reviewing Research Patient Care Cost Compliance Policy

Elements

1. Monitors all clinical trials
activity conducted at
Children’s.

2. Monitors clinical trials
quarterly until completion.

3. Monitors to confirm
successful transfer of
research funds.

Compliance Issues

1. Ensures effectiveness of
research patient procedure
charge direction.

2. Provides data to enable
correction of errors.

3. Identifies charge errorsin a
timely manner.

Impact

1. Errors {charge direction
and dollar amounts) are
corrected.

2. Mandates cooperation of
Investigator and Research
staff to assist in
clarification when faced
with apparent error.

3. Ensures appropriate
clinical trial account
residual.

888-580-8373 | www. hcca-info.org
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Research Billing Compliance

Research Billing Compliance Notice

Daie:

To:

CC:

From: Para Joy, B, WIN, PNF, Director, Office of Clirdeal Research
Re:  Motice of Research Billing Compliance Issues

Children’s is comaitted to compliance in Clinical Research and Fesearch Patient Care Billing

It is the responsihility of irvestigators and their staff to ensure that hilling for clinical research

studies ocours only as appropriate and in compliance with relevant laws, regulations and

Children’s polivies.

Siudy Reviewed:

Principal Investigator:

Primary Study Contaci:

Research Billing Compliance Error:
O R hp dure hilled to i Hent

Research Billing Business Errors:
B h participant registration not created or expired
[ Incoxreci research account hilled
] Research procedure ordered on CIS insiead of on paper requisition
] Procedure not billed
[J Standard of care procedure hilled io research account
[0 Other: Billed procedures don't match protocols.

Additional Details:

w ’k‘ 888-580-8373 | www. hcca-info.org 45

Research Billing Error Resolution Policy

Elements Compliance Issues Impact

1. Rectify any clinical 1. Corrects inappropriately 1. Billing errors will be
research patient care cost billed activity. corrected in a timely
charge direction errors manner, reducing

immediately upon 2. Provides documentation of compliance risk and
v up institutional commitment to P

identification. . ensuring all Hospital
compliance.
costs are compensated.

k‘ 888-580-8373 | www. hcca-info.org 46




Education and Training Resources

888-580-8373 | www. hcca-info.org
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Children’s StudyManager™ Web Site

StudyManager

StudyManager is a widely used and proven Clinical Trials Management System
(CTMS). & CTMS helps users manage all aspects of clinical trials planning, tracking
and reparting.

StudyManager has been deployed at Seattle Children’s as a majar toal for
monitoring billing compliance related to research activity.

StudyManager is being used by investigators, research staff and research support
staff to develop budgets and track all study ewvents for all new clinical research
since January 1, 2007,

StudyManager is a Web-based database that requires no installation on desktop
camputers. Study infarmation can be accessed from anywhere using Internet
Explorer and a Children’s StudyManager account,

Contact Us

If you hawe any questions related to the recent ACS Webinar on Children’s
implementation of StudyManager for research billing compliance, or if you would
like to request forms or other documentation, please e-mail Research Heln,

For Children’s staff
If you hawe any questions about StudyManager, please contact Clinton Mickers,
studyManager Links:

StudyManager Program

Launch Children’s StudyManager Prograrm

Overview of StudyManager

StudyManager Overview Presentation (PDF 802KB)

StudyManager FAQs

Find answers to your questions about StudyManager.
StudyManager FAQs (PDF 16KB)

StudyManager Forms
StudyManager Account Request Form (DOC 62KB)
StudyManager Policies

= CTM-100 StudyManager Utilization and Compliance (PDF 88KB)

CTM-101 StudyManager Security (PDF 449KB)

CTM-202 Clinical Trial Budget Creation (PDF 206KB)

= CTM-207 Auditing Research Patient Care Cost Compliance (PDF 87KB)

= CTM-300 Clinical Research Staff O (PDF 65KB)

StudyManager User Guidance
User Guide documentation is provided for reference.
= User Guide (Complete) (PDF 358KB)

User Guide - Navigating StudyManager (PDF 405KB)

User Guide - Adding a Patient to the Database (PDF 29KB)

User Guide - Enrolling 3 Patient in (PDF 52KB)

User Guide - Tracking Patient Visits (PDF 141KB)

User Guide - Printing 3 Visit Checklist (PDF 62KB)

User Guide - Using Reports (PDF 51KB)

Printable Foldout Guide (PDF 286KB)

Chanaing or Resetting Passwords (PDF 28KB)

Glossary of StudyManager Terms (PDF 1MB)

System Requirements (PDF 204KB)

888-580-8373 | www. hcca-info.org
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Research Billing Compliance Webpage

Institutional Anirmal Care and
Use Cammittes (IACLIC)

Clinical Research Billing Compliance at Seattle Children's

Institutional Biosafaty
Gommittes (IBC

Seattle Childrer's is committed ta compliance in clinical research and research
patient care billing. It is the respansibility of investigatars and their staff to ensure

Institutional Review Baard
(IRE)

that illing for all elinical research studies occurs only as appropriate and in
compliance with relevant laws, regulations and Children’s policies

Office of Animal Cara (OAC)

Office of Biostatistical Servicas

(o8s)

Office of Research Compliance
and Education (ORGE)

StudyManager
ORGCE CRA Support Core
Palicies

Registration of Clinical
Fesearch Trials on

ClinicalTrialz.gay

Clinical Rezzarch Billing
Compliance

5]

Financial Canflict
Interest (FCOI) palicy

allinvestigatars and research staff involved with studies that involve dinical
servicas for research participants at Children’s need to be familiar with and abide
by all research billing processes and policies

The Office of Research Compliance and Education (ORCE) presents regular
seminars on clinical research billing compliance as well as other compliance issues
through their Fundamental Educational Seminar Series, View a copy of the
Furdamentals of Clinical Research Billing Comptiance presentation.

To maximize Children’s compliance efforts, StudyManaaer, a Clinical Trial
Management System, was initizted in 2007 to track research participant activity
and create billing audit reports. All dinical research studies that invalve billable
research care events or a mixture of research care events and conventional care
events that generate hospital charges are required to utilize StudyManager

StudyManager will be used to track patient enrallment, study visit activity and care

Office of Research Finance

(ORF)

event billing direction. Utilization of StudyManager is required of all new dinical
research studies at Children’s that mest the above criteria. Maore information on

office of Sponsored Research
(o8R)

StudyManager is available on the ORCE StudyManager Web page

s

Rezearch and Family Lisizans

clinical research billing compliance po

Rezearch Building and
Enaineering (B2€1

There are several Clinical Trials Management (CTM) policies at Children’s that
provide guidance with regard to research billing compliance, Wiew the CTM

Research Communications

policies

Research Information
Technology (RIT)

Helpful Links

Research Institute
Administration (RIA)

Children’s Corparate Compliance Program (intranet access only)

Research Projact Management

(rEM)

Uw Medicine Billing Compliance in Clinical Research Polic:

UW Medicine Pesearch Compliance

Rezesrch Staff Davsloprent
Committea (RSDE)

Office of Inspector General {C1G) Compliance Guidance

Research Tachnical Operations
)

(RTG]

888-580-8373 | www. hcca-info.org 49
Forms | Clinical Trials Management Policies
_ Unless otherwise noted, the following policies are in PDF format,
Biostatistical Seruices
(oBE) ) )
# Title Revised
Flow Cytormetry < - .
e s CTH-100 Study Manager Utilization and Compliance
Ia':f;'tuu:'engzlnf;'zifare CTM-101 Study Manager Security
[IACUGC)
CTM-200 Research Patient Procedure Pricing
Institutional Biosafet: .
Cn:rrl\n‘:‘lt‘:;:ué%s]a = CTM-201 Financial Responsibility Analysis
Institutional Review Board CTM-z02 Clinical Trial Budget Creation in StudyManager
IRE
L CTM-203 Effecting Research Procedure Cost Transfer
Intellectual P rhy . .
[?p::je oo Trepeny s CTM-206 Clinical Trials Contract Megotiation
Fesearch Support Services CTM-207 Auditing Research Patient Care Cost Compliance
Operations (RES0PE)
CTM-208 Clinical Research Patient Care Cost Charge Direction Error
Sponsored Research Resalution
[O5R]) . 5
CTM-300 Clinical Research Staff Qualifications
Research Institute - X
adrninistration (RIA) CTM-307 Clinical Research Associate Core
Research Institute IT CTM-312 Outpatient Research Participant Reqistration
(RIT) . ,
CTM-313 Clinical Trial Start Up
Office of Animal Care
[CAc)
o Clinical Trials Managamant
=CTM)
HCCA
s 888-580-8373 | www.hcca-info.org 50
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Research Billing Compliance Web Module

» Research Billing Compliance v1.0

« Created 20 min module
— input from

e NextPage 117 Ciat ExitWBT

« research staff

» research and hospital
leadership,

» Epic implementation
team

fiyou

* research support
services.

» Step by step information
on:

— Harmonizing study
documents

. , + Mandatory for CCTR research
- II\E/anltor blue sheets in staff.
pic

« Plan to create version for
A investigators.

et 888-580-8373 | www. heca-info.org 51
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What did Seattle Children’s gain?

+ A systematic approach to research billing compliance

+ Documented Standard of Care and Research Care Events
» Centralized repository of searchable study activity

+ Standardized process for budgeting and pricing

+ More efficient audit process using easily accessible, real time
data

: 888-580-8373 | www. hcca-info.org 53

Pros and Cons of Out-of-box system

* Pros

Tested product

Vendor support resource with experience from other sites

Less need for institutional IT support

Focus more on institutional implementation vs. product development

+ Cons
— Decreased flexibility in functionality, workflow and appearance
— Potential challenges working with vendors
— Increased costs for additional licenses

— System may not be as easy to integrate with other institutional systems

888-580-8373 | www. hcca-info.org 54
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Questions/Comments

" 888-580-8373 | www.hcca-info.org 55
N

i HEALTH CARE
\‘;: COMPLIANCE
ASSOCIATION

ik,

Implementation and Utilization of A Clinical Studies
Management System in Support of Clinical
Research Billing Compliance
Sara Kukuljan, RN

Washington University in St. Louis
Center for Applied Research Sciences

Jim Moran JD, CPA
Huron Consulting Group, L.L.P.
Clinical Research Service & Healthcare
Compliance Practice
Health Care Compliance Association

6500 Barrie Road, Suite 250, Minneapolis, MN 55435
888-580-8373 | www. hcca-info.org
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The Washington University Clinical
Trial Support Infrastructure

+ Contract Negotiation

+» Budget Development
Regulatory « Billing Compliance
Compliance * IRB Submissions

*» Good Clinical Practices
* Protocol Development

+ Coordinators
\ « Bionutritionists
* Nursing Support
* Clinical Trial Facilities
+ Participant Recruitment
* Research Core Lab

* Account Set-up

(o[l 1MIi =18 * Sponsor Billing/Collection
Support * Clinical Trial System

* IT Support

 888-580-8373 | www.hcca-info.org 57

Washington University in St. Louis

For Washington University and our affiliated hospitals to advance as
leaders in biomedical research and patient care, a world-class, highly
integrated and multi-disciplinary clinical studies informational
infrastructure became a necessity and a priority.

An electronically integrated clinical studies management system:

» enhances work flow and decreases the manual and often redundant
processes required to manage clinical research

» meets the increasing compliance demands

« anticipates growth in clinical research based on NIH'’s Clinical and
Translational Science Award (CTSA) model

&# Whshington
University in St.Louis
SCHOOL OF MEDICINE

.. 888-580-8373 | www.hcca-info.org 58
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Enterprise-Wide Clinical Studies Management System

Washington University and our affiliated hospitals are deploying an
enterprise-wide Clinical Studies Management System (CSMS) that:

» Enhances the use of Good Clinical Practices procedures and other
best practices in conducting clinical studies

+ Promotes compliance with regulatory authorities, sponsor
requirements, and institutional policies

+ Addresses the unique requirements of clinical trial billing compliance

* Produces tools and templates for budget and protocol development,

study management, financial reconciliation, and data capturing and
reporting through electronic case report forms

+ Assists the recruitment and retention of clinical study participants
and ensures an appropriate distribution of underserved minority
participants

et 888-580-8373 | www. heca-info.org
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mdlogix

« mdlogix, (www.mdlogix.com), was chosen as WUSTL's software partner.
The mdlogix Clinical Research Mangement System provides a scalable,
configurable, Web-based solution to facilitate effective collaboration within
and between institutions. Other mdlogix clients include Johns Hopkins
University.

+ The mdlogix system supports the needs of ALL staff across the full clinical
trials lifecycle
— Recruiters
Study Pls/Coordinators
Regulatory staff
Service provider staff
Financial and administrative staff

+ Addresses regulatory and billing compliance at all stages of the process

» Facilitates efficient and effective trials management and improved research
outcomes

+ Reduces manual effort and removes duplication of data entry and storage
+ Facilitates CTSA collaboration

: 888-580-8373 | www. hcca-info.org 61

System Product Suite

The mdlogix software system consists of 7 products that integrate with
existing institution and hospital systems. Washington University in
St. Louis uses:

Subject Recruitment

Subject & Protocol Registry

Protocol Schema & Subject Calendar

Financial Management

Data Capture/Forms Builder

logix

accelerating clinical research

888-580-8373 | www.hcca-info.org 62
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CSMS

» Develop protocols in a consistent, standard manner
»  Capture all protocol information and leverage to:
— Negotiate contract
— Gain regulatory approvals
— Perform coverage analysis
— Identify procedures and services providers, and validate CPT codes
» Enroll study subjects and add to Patient Registry database
» Build protocol schema and study and patient calendars
— Procedures
— Service providers, locations
— Dates, times
— Coverage
» Generate study budget template (Financial Management)
+ Monitor and manage study and subject progress
* Record adverse events

* Maintain and manage study documentation

" 888-580-8373 | www.hcca-info.org
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Fully Integrated CSMS

EFR, Labs

v v

PliCoordinator Financial Administrative ‘Enhancement

‘aolhox oolbox ‘o0lbox oolboxes

The CRMS “S S “hrmm e
T om ol ik + - d -
ezl N = o= § s g o

- Web-basedRecruting - Protocol Development - Stucy Dudgeting - WYBIWYG Form Suilder - Specimen Tracking

+ General Health - Subject Registration + 32lling ane Payments + Case ReportForms + DataVarehorse

Questionna res - Schema ane Calerdar - ‘nstifuticnal and - Netifications and Blerts
- Ouery Builder Builcer Reguiatory Compliance = Trizl Managemert
« Recruitmen: Databace - Coversge Analyz €

- Sludy Spez fic Screwring

Web Based I I I : I I I

Fralaiion - Single Sign-on Web Access Management

User
Community

Configurable to the client’s workflows and systems

CCA

N 868-580-8373 | www. hoca-info.org
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Financial Tools

« Protocol Budgeting: Allows study team to develop a protocol's budget by
mapping out the study's procedures over time

— Develop the study budget from study/patient calendars

— Consistent application and validation of procedure/service codes and
pricing

— Break-even analysis

» Billing Compliance: Automates charge separation of Research and
Standard of Care procedures

» Contract Management: Allows member of the study team to collaborate on
contracts, protocol development, and financials

— Unified application for managing all aspects of protocol development

« Reconciliation & Reporting: Reconciles the initial budget against the actual
costs of the study

— Improve the economies and efficiencies of clinical trials

888-580-8373 | www.hcca-info.org 65

Recruitment: Research Participant Registry

» Appealing and informative Web site

+ Specific questions for improved matching to study
inclusion/exclusion criteria

+ Linked to institution CSMS, which will allow us to track participants
once they have been put on a trial

« Facilitates increased recruitment and enrollment

+ Increases the revenue to the institution when studies are filling with
subjects

+ Provides for attractive site selection to external sponsors knowing
that recruitment is a priority in the competitive landscape of trial
placement

888-580-8373 | www.hcca-info.org 66




‘Washington University School of Medicine  CENTER FOR CLINICAL STUDIES b RESEARCH PARTICIPANT REGISTRY

n

Research Participant Registryﬂl ALY

Powered by Volunteer for Health SCHOOL OF MEDICINE

About the Registry

Welcome to the Washington University

o be a part of the solution
School of Medicine Research

. . . rticipating ne udy, you can
Participant Registry, which helps help improve the he T the future.
researchers find qualified study People of every ethnic group — with mi

i P condition ithout —
participants. The School of Medicine is one of the Ghpane
world's largest and most respected medical research b t of the solution!

centers, where quality and safety are top priority. >
REGISTER NOW
e

Trials Feedback @ Copyright 2008, Washington University School of Medicine

888-580-8373 | www.hcca-info.org 67
‘Washington University School of Medicine  CENTER FOR CLINICAL STUDIES b RESEARCH PARTICIPANT REGISTRY
Research Participant Registry,¥ A

Ve Universityin StLouis
Powered by Volunteer for Health SCHOOL OF MEDICINE
Home About Participating How to Volunteer Forms WU Reseal FA( Contact Us
5 About the Registry  Affiliates

be a part of

the solution
Welcome to the Research Participant Registry of Washington University School of Medicine.
The Regisiry gives individuale the opportunity to participate in clinical studies and play a vital

REGISTER'NOW role in improving health care.

—_—

At Washington University, more than 1000 clinical studies begin every year to evaluate new
investigational therapies or devices. For every study, also called a trial, investigators need

Member Log-In volunteers to serve as research participants. The Registry helps researchers find people

— e ho are interested and who meet study qualifications. People who are heafthy and those
ho have medical conditions are needed, from every sthnic and age group
Browse

Current Studies By registering, you inform us that you are interested in participating. When a study comes up
foi ich you may be gualified, you may be contacted to determine your interest and
eligibility
IMembership in the Registry does not obligate you to participate in any study: you are always free to say no. You may remeve
or modify your Registry entry at any time. 'You can ask us to remove your infermation by whatever mede of communication you
choose, i.e., phone, fax, or e-mail at vfh@w ustl.edu. You can also ask us to modify your information or you can do this on
‘your own by accessing the website All of the information you provide in the Registry is kept completely confidential, in
compliance with federal law and Washington University policies
The Research Participant Regisiry is one of many research recruitment services offered by the Recruitment Enhancement
Core of Washington University Scheol of Medicine’s Center for Clinical Studies.
Frequenthy asked guestions about the reqistry?

Washington University HIPAA Privacy Policy Trials Feedback © Copyright 2008, Washington University School of Medicine
HCCA
888-580-8373 | www. hcca-info.org 68
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Washington University School of Medicine
R h Partici Regi 4 ¥ Nighingion
esearch Participant Registry, University nSclouis
,\ Powered by Volunteer for Health SCHOOL OF MEDICINE
Dear Volunteer, Register for RPR
W invite you to join the Washington University Research * Chosse your RFR ID: rRPR D must be
Participant Registry. Every persan can contribute by becoming a atleast 4 characters
member of this national enline resource
* Chosse your password r pa d must
To become a member of the Research Participant Registry t: e 'E(L v
please complete the following characters
* Enter your password again
Step 1: Register
Choose your RPR password, and provide your email address.
We'll send you an email confirmation of your registration. Click on * Provide a valid email address. | be sent an
the link in the email te confirm your registration. |:| emailto confirm your
account rs
Step 2: Complete Consent Form * Enter your email address again.
Log into RPR by using your RPR password. Read, complets and
give your consent. You will provide basic information about
yourself and agree to participate
Step 3: Complete the Questionnaire Lancel
Complete the General Health Questionnaire and Medication N
checklist. Answering these questions accurately will increase *Required fields
your chances of qualifying for the clinical trials that are right for
you
HCCA
s AR .
S comriancr 888-580-8373 | www. hcca-info.org 69
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72 WUSTL Clinical Studies Management System - Windows Internet Explorer G
G - (B memsierms o ms cjsodesishontzs DENEIEN (28
Fie Edt View Favortes Took Help
Google [C V6o b B v | 97 Booknarksw B 4blocked | % check v o (@ sendtov @ settingsw
LR Al T ——— = B BB e G- 7
5 Washington University in St. Louis CSMS. Home | Administration | Repors | Help | Logout | Administrator ~
Search
Find Protocol 07-0201 (Active) — A Randomized Phase 3 Study of Pemetrexed in Com... (Adkins, Douglas)
Find Patient
Ge Study Team | Public Info Sites
tawBiotoco) Protocol Number CSMS Number
New Patient 07-0201 Cshs-28
B =TI PI Nickname Principal Investigator
Enrollment Adkins, Douglas
ents status
Eigibilly Active
Document FIS/Fund Number
Finan Department Managing Group
Regulatory Siteman Cancer Center Medonc |
Schema Bulder Category
F Adrenal(Endocrine Oncology)
Coordinating Group (Group Nurmber) Study Category
Therapeutic
Primary Financial Sponsor IND Holder
Eli Lilly & Co. Eli Lilly & Co.
Phase Protocol IRB Number
Phase 111 07-0201
RB HRPO Committee
WUIRB
IRB Review Type CCS Complete
No
Clinical Trial Gov Identifier Bill to
Washington University School of Medicine Authored? a
¥ start CEDE® > Owside. | IF 12:41pm

888-580-8373 | www. hcca-info.org 70




IRB

+ The mdlogix CSMS and Click Commerce elRB share information on
a real-time basis.

» The use of these systems will allow WashU to establish best
practice strategies to improve the quality of IRB submissions and
communications, thereby speeding the approval process.

+ All fields are automatically populated into CSMS from the elRB.

* Integrating these two systems will significantly reduce redundant
data entry, reduce IRB approval times and ensure that there are
strong compliance checks regarding IRB approval of protocols,
amendments, and consent forms.

» These systems will also introduce a rational efficient and flexible
workflow to a current process environment which is ad hoc and
inefficient.

.. 888-580-8373 | www.hcca-info.org 71

Protocol Schema & Subject Calendar

(Z WUSTL Clinical Studies Management System - Windows Internet Explorer

(€] & . ecjprotacol ¢ . buiderzactive 1 ¥ =28 v &%) (x ol
Pl Edt Vew Favories Took  Help
Google [~ Vo b @ Ef ~ | 2 Boskmarkse Edblocked | % check ~ K (& Sendto ) Settngs
U6 | @wusTL Cinical Studies Management System = - B & - rPage - (oo v
## Washington University in St. Louis CSMS Home | Administration | Repots | Help | Logout | Administrator ~
Scarch Schema » New » Help »
Find Protocol
Find Patient
Undecided
New Protocol Study Arms:
New Patient
Protocol — 07-0201 Treatment - Arm A [Active] Archive Copy | Update Budgets (Destructive) | Check Consistency Bl
Eoiing] flZTreatment - Arm A (copy) [Development] Activate Copy | Update Budgets (Destructive) | Check Consistency B
rrolmen Treatment - Arm A (copy) (copy) [Active] Archive Copy | Update Budgets (Destructive) | Check Consistency B
Consents
Eligibilty Time periods
e TREATMENT - ARM A Baseline Treatment 30 DayPost | Follow Up
— Cyde1 | Cyde2 | Cyde3 | Cyde4 | Cyde5 | Cyde6
D1 ] D15 |_ b1 D1 D1 D1 D1
Regulatory =
Schema Builder [pratfing
= X
CRAEE
‘Study Table
Central labs
Calendar Creatinine Clearance
Local labs
CREATININE
CBC AUTO W AUTO DIFF
UR PREG TST COLOR COMPAR
\Fmaging
CT Abdomen w/w
| WA 1676.pck -Ado... | ) Documentt -Mi... | B8 Prograr OF... - |13 MerosoftOf... - @) LV[E] M2 LT 12142PM
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Data Capture/Forms Builder

. Electronic Data Capture: Web-based, user-friendly, scientifically rigorous tool that allows the creation of complex
forms for electronic data capture.

— Validation logic

—  Skip Logic

— Associate forms with study
— Forms library

. WYSIWYG (What You See Is What You Get) Editor: Build forms from existing forms/documents, with full feature
editing capabilities.

— Add items from existing form library
—  Set attributes, define validations, define navigation
—  Set comparator
—  Seterror messages
«  Workflow Management: Control the flow of events across the full clinical trials lifecycle.
— Identify roles
— Set permissions
— Provide views
— Set notifications and alerts

— Manage exceptions

888-580-8373 | www.hcca-info.org 73

Billing and Regulatory Compliance

+ The mdlogix system helps institutions prevent billing irregularities,
comply with audits, and avoid penalties.

+ Manages separation of charges between research and standard of
care.

+ Handles the billing process from study design to knowing the status
of each subject’s events for the research institution.

+ Builds a budget that shows the sponsor the component costs of a
procedure.

+ Allows users to set up billing milestones and track payments from
SpoNsors.

A
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Financial Management

Issues addressed with this software include:

» Regulatory and billing compliance

» Elimination of missed revenue opportunities

+ Timely billing and payments

» Improved profitability in clinical trials

+ Improved revenues from clinical research

»  More effective and efficient processing of the financial aspects of clinical trials

» Improved use of technology-based automation and workflows

» Reduced administrative overhead
+ Elimination of human dependencies
» A common framework deployed for the financial management of clinical trials across

the ‘enterprise’.
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Barnes Jewish Hospital Research Workflow - Financials Example
,,,,,,, ResearchOnly { __________________________________
Bames Jewish Hospital 1
Protocol 1
L i
1
LaBs s ACCPAC ]
i 1
Bilssentto| |
LAB (Pathology) [y ]
s Fes .
ST BJH i
= =
B o otz |
\ Pl 1
B =
BT AN CLINDESK 1
\ 1
Saint Louis AN '
Childrens Hospital Ressarch \\ 1
| Coordinator I
Noto — For Blood Bank, this will };ig 1
be Mediware by 2008 o 1
—————— { Standard of Care ]
i
LAB (Pathology) DX v 1
. > Clinical Trial = !
raiaied (against | | Ressarchlina | | STgSS(SMSP | |
CLINDESK OR !
BPIN 1
BJH SMSPM Accrual 1
BJH Billn 1
Washington University SMSPA Matt B ]
Schaol of Medicine : i
i
1
1
1
HCCA
Avtw ane .
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St. Louis Children’s Hospital Research Workflow —
Financials Example

R Research Only

Childrens Hospital

B ish Hospital
ames Jewish Hospital ! anEa. All de-identified. Can't
1 / 3 do patient b
1| Protocol \um 4 s
1 ==
= ==
[ ’i‘ SLCH Afifote Biling
f rator GERNER System - ot
LAB (Pathol ! =
B =
'
f ‘Susan prins SLeH
 EE
'
1
-
| SLCH
! SMSPA
Saint Louis :
1
1
'
1
'

[ ————- Standard of Care

,
I
|
I
1 »| GLINDESK
|
'
I
| sLeH.
| am
' o SMSPA
Washington University i
School of Medicine ! SLCH
! o conaan »| CLINDESK
i
I
|

CORE LABS

* Integrate CSMS with SLCH CERNER
¥ What SLCH uscs Billing Matrix?
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Set Base Costs in Schema Builder

Add procedure

Select Procedure Type: | Imaging Procedure = Procedure (Edit) | Budget (Edit)

Procedure

IMRI Search I
Code: 4100551

Name: MRI Brain w Stem wio Cont
Description:

Cost Components

Cost: Charge Quantity Provider Location

@ Fe:hnica! Fee 2212.00 [2500.00 1 CCIR =l)|ecar  ~
@ Frufesaional Fee 0.00 185.00 1 Physician |jcar  ~
@ Frmts & Shipping 0.00 65.00 1 CCIR sl ffcar

Professional Fee
~ Technical Fee

888-580-8373 | www. hcca-info.org
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Generate a Study Budget

|Open Budget |New Budget | Copy Budget | Delete Budget

Overhead(%): 32 Patients: 1 Summarize by | Provider ~| Show Summary Total - $12,865.47
Study Charges
o Cont Charge Quantty Totat With Sverhsad
@  merees 600 1500.00 Lig 51,500.00 $1,980.00
© asa charge/Cost
Totals: $1,500.00 $1,980.00
Procedure Charges
Procedures Tims Pariods Totuis
Name Provider  Cost  Charge  Guamtiy Tout Baating Treatment Fellow Up
Cycla 1 Cyeln2 Cyela3
o1 ou o o1 o1 o1
CBC AUTO W AUTO DIFF
@ Professionsl Fees - .00 0.00 100 0.00 - 0.00 - 0.00 - 0.00 - - 0.00
@ Techeical Cost - 000 1619 .00 18,15 - 16,19 - 1619 - 16,19 - - 48,57
16.19 16.19 16.19 16.19 48.57
woa 100 47500
wod 27700 1.00 2,977.00
Technical Fee
3,452.00
Prysical Exam
-] Mursing Time - 0o0 EAT.00 100 647,00
O asa crarge/cost 84700
Charge er Fatiens:
Totals Charge Per Patient with Overhead:
Stway Tutal (1 Patiens)
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Add Costs to a Procedure

) Add Charge/cost

@ Technicol Cost - 000 | 1619 Lo mq| - 1609 -

/Charge
Labor Fee

Other Fee
Professianal Fee
Technical Fee

s

Procedure Charges
Procedures Tiene Periods Totaln
Name Provider Cost ‘Charge Quarsity Teaal Basoline Treatment Fallow Up
Cyele 1 Cycle 2 Cycled
o1 o om o o014 o o014
TBCAUTO W AUTO DIFF
- 1619 - 1613 - - 57

@ Techweai cost - - 12300 - 2,208.00
(D aga charge/cost 1,518.43 3,036.88
@ Drug Dispense Fee - 000 | 1000 100 1000 - 10.00 10.00 10.00 10.00 - 60.00
[-] Vinfiunena. - 000 12833 300 8499 - 38499 4.9 3499 364.99 - 2,309.94
© Acd crargescost 39489 1sass  asass 3sase  3sass  sass  3sass 2,308.84
MRI Brain w Stem w/ Cont.
@ Protessiona Fees - 000 | 27500 100 475.00 475,00 - a0 | - - - - - 47500 142500
@ Technical Cost - 0.00  2343.00 100 25300 | 2san00 - 2343.00 - - - - - 234300 7,628.00
D Add Charge/Cost 3,015.00 | 3,018.00 3,018.00 3,018.00  9,054.00
Cnarga per Patient: $18,776.00
Totals Cnarge Per PRNENT With Overhesd: 518,776.00
Sty Total (1 Patient}: 418,776.00

888-580-8373 | www. hcca-info.org
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Change Costs & Update Budget

Procedure Charges
Procodures Time Poriods Totals
Name Provider  Cost  Charge Quantity Total Baseline Treatment Follow Up
Cycle 1 Cycle2 Cycle
o1 o4 D1 o4 o1 014
CBCAUTO W AUTO DIFF
@ Professional Fees - 0.00 0.00 1.00 0.00 - 0.00 - oo - 0.00 - - 0.00
Q@ Technical Cost - 0.00 22.00 1.00 22.00 - 22.00 - 22.00 - 22.00 - - 66.00

T Add Charge/Cost 22.00 22.00 22.00 22.00 66.00

1.00 475.00 475.00 a75.00 950.00
1.00 2,977.00 2577.00 2977.00 5,954.00
3,452.00 | 3,452.00f 3,452.00

] Nursing Time - 000 | 647.00 100 647.00 §47.00
@ Add charge/Cost 647.00 647.00

Charge Per Patient: 58,264.00
Charge Per Patlent with Overhead $10,908.48
Study Total (1 Patient) $10,908.48

Totals
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Subject Billing Report

Patient B

g Report
Patient: Loy, Myma
Study: J0425

Subject Number:  j0425.9

History Number: 23423338

Procedure Code Date Performed [Standard of Care | Research
Imaging Studies % 0473072806 x
Proteomic profile studies N\ 05/02/208 C—
24-hour urine

N\

cA27-29
CEA N\l
Clinical Evaluation N\l
Comprehensive Metabolic Panel AN 05/06/2006 \
Phamacogenomic studies N\ 05/06/2006 \
Hypermethylated markers
Hematology (CEC w diff, pht)
Tissue/Tumor sample

H&F pvital signs, Weight, & PS)
Serum or urine pregnancy test
cA27-29

Capecitabine

XX X[ XX

X

x

Carboxylesterase
CEA 05/21/2006 x
Murse Evaluation 05/21/2006

X
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Billers’ View

£ Washington University in St. Louis CSMS

Home | Adminisration | Repors | Help | Logout | Lee Ratmer

Search
Find Protocol DEMOS000 (Active) — saldfkjasdifkjasdifkjasdifk (Abbey, Elliot)
Find Patient
Sponsor Budget Billing
Create
ewt Protacol Biller's View
New Patlent Visit Search  Protocol Detalls  Study Table
Protocol — DEM03000
Enrollmant
& Study Patient Procedure Billing Type Date Range
Eligibiity DEMOZ000 | | | KN Search Visits: | Clear
Documents:
6 visits that match your criteria: on DEMO9000
Financlals
Regulatory Patlent Schedule Status Date Accepted Range Procedure Provider  Arm Perlod
Schema Bulder [R] DEMOS000  Schless, Patrick  scheduled ~ Complete  2008/05/23 00:00  2008/09/19 - 2008/09/19 CBCAUTOW AUTODIFF  BJH-Lab Placebo Cycle 3, D14
Study Table
Cal Yd [S] DEM0%000 Schless, Patrick  completed Complete 2008/05/02 2008/07/08 - 2008/07/08 CBC AUTO W AUTO DIFF BJH-Lab Placebo  Cycle 2, D1
alendar
[R] DEMO0S000 Schless, Patrick completed Complete 5 5/ 5/ CBC AUTO W AUTO DIFF BJH-Lab Placebo  Cycle 1, D1
[R] DEMO%000  Cowden, Michael projected Pending 2008/10/01 2008/10/01 - 2008/10/01 CBC AUTO W AUTO DIFF BJH-Lab Placebo  Cycle 3, D14
[S] DEMOS000  Cowden, Michael projected Pending  2008/07/20 2008/07/20 - 2008/07/20 CBCAUTOW AUTODIFE  BJH-Lab Placebo  Cycle 2, D1
[R] DEMO%000  Cowden, Michael projected Pending 2008/05/21 2008/05/21 - 2008/05/21 CBC AUTO W AUTO DIFF BJH-Lab Placebo  Cycle1,D1

WUSTL Clinical Studies Management System
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Billers’ Vie
Biller's View
Visit Seareh  Protocol Datalls  Stucy Table
Study Information
Title
saldfjasdifijasdifiasdific
IRB Protocol Number Sponsor's Protocol Number
22 DEMO9000
Start Date End Date
Category Type.
Administrative Multiple Project Industrial
status Phase
Active Phase I1
Government / Non-Profit Funded Bill All To
Research or Standard of Care???
Cancer Trials
Cancer Trial? Class C Cancer Drug?
Yes Yes
IRB Details
IRB Review Type IRB Study Type
Approval Date Termination Date
IND/IDE Details
IND Status IDE Status
Exempt Exempt
IND Numbers 1DE Numbers
123123 and 910 909
FDA Category A PMA 510k?
Yes
FDA Category A Numbers PMA 510k Numbers
209
888-580-8373 | www. hcca-info.org 84
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Billers’ View

Study Contacts

Principal Investigator E-Mail Phone

Abbey, Elliot abbeye@msnotes.wustl.edu 314-361-5744
Address Fax

314-362-0051

Study Coordinator E-Mail Phone
Ratner, Lee Iratner@im.wustl.edu 314-362-1171
Address Fax

314-747-2797

Billing Coordinator E=-Mail Phone
7? 777 77
Address Fax
7?7 7?7
Sponsors
. 888-580-8373 | www.hcca-info.org 85
Sponsors Milestones Invoicing Dashboard Compliance
Reconcil on Dashboard for PITT002
07/23/2008
Budgeted, Invoiced, & Paid Accrual & Enroliment Status
Budget Percentage U ation Accrual & Enrollment
Unused Budget WMl invoiced W Faid Enroiea Wl Consentea Wl Remaining
81%
5% 7%
14%

Details Details

Total Paid $10,800 Enroliment Status Count

Total Invoiced $43,349 Enrclled 2

Total Budgeted $232,639 Consented 1

=Remaining 12
Budgeted vs. Invoiced N N
Projected Accrual (All Sites) 15
Budget vs. Invoice Detailed
T
HCCA
s AR .
aener 888-580-8373 | www.hcca-info.org 86
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Budgeted vs. Invoice

Total Invoiced $43,349 Enrolled 2
Total Budgeted $232,639 Consented 1
*Remaining 12
Budgeted vs. Invoiced N N
Projected Accrual (All Sites) is
Budget vs. Invoice Detailed
Budgsted [l Inuoiced
124000
930600
62000
31000 —
o Start Up Invoiceable Renewal Patient
Details
Budgeted Invoiced
Startup Costs $11,657 $3,000
Invoiceables $70,795 %40,300
Renewal Fees $25,327
Patient Costs $124,860
Total $232,639 $43,349
.. 888-580-8373 | www.hcca-info.org 87
Invoices
Budget Sponsors Milestones Invoicing Dashboard Compliance
Invoices for PITT002
__Paymem List [ Create an Invoice for... ﬂ [ Enter Payment for... "3} ! Other actions... ﬂ Subm\(__
Enter Payment
Invoice Payment Balance Payment
Number Amount Due Comments
Sponsor | PRIZER ﬂ
[ 00230 07/ $0.00 $2,000.00
Payment Method  Payment Number Payment Amount
[ 00223 07/; 0 $0.00 $10,800.00
[ Cash a '
[ 00228 07/ 0 $10,800.00 $0.00 Paid with Cash #111
Date Issued Date Received Date Deposited
[0 00227 07/ $0.00 $3,875.00
[ 00226 07/t $0.00 $5,000.00
mn o
O 0224 0 L Apply full amount to invoice number

.. 888-580-8373 | www.hcca-info.org

IG $0.00 $10,873.50

(_ Enter Payment ) Close

WUSTL Clinical Studies Management System
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Milestones

Budget Spansors Milestones Invoicing Dashboard Compliance

Milestone List for [ Treatment am [

Process Milestone Rules

Enroliment Milests Time Period Milestone
Al fislds ara required
G 3 Subjects Cons: Soiect anly Schedule Status or Dafa Status, but not both
3 patient(s) with|
Sponsor
Procedure Milestd | prizER B
T 2 MRIs Name
2 occurrences of] PFIZER
Time Period Miles Tima Peciod
| Baseline ?]
@3 Subjects comp}
3 patient(s) with| Data Status OR Schedule Status for $5,800.00 from PFIZER
3 Subjects comp} ( B ( =)
3 patient(s) with| Count Charge for $4,500.00 from PFIZER
3 Subjects reach) 1 ]
3 patient(s) with| for $4,500.00 from PFIZER
| Time Period ( Save ) Close
'WUSTL Clinical Studies Management System
SA
e 888-580-8373 | www. hcca-info.org 89
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Benefits

« A common framework for clinical trials financial workflows across the
‘enterprise’

* Minimized risk of compliance issues

+ Study billing decision-making directed to the appropriate source of
knowledge

+ Significant reduction in manual administrative effort placed on non-
clinical studies staff

* Reduced billing rework
+ Process efficiencies through use of automated workflows
« Eliminates the need for siloed billing management/tracking systems

+ The CSMS becomes the ‘golden source’ for ALL clinical trials data

A
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Questions?

Sara Kukuljan, R.N.

Washington University in St. Louis
Center for Applied Research Sciences
Phone: (314) 362-xxxx

Email: kukuljas@wusm.wustl.edu

Jim Moran, JD, CPA
Huron Consulting Group, L.L.P.

 888-580-8373 | www.hcca-info.org

Phone: (312) 880-0559 = washington
Email: jmoran@huronconsultinggrétgicsencne
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