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Project Title: Expansion of a clinical trials management system: Uniting the University of Virginia School of
Medicine mission, vision and values to improve clinical research
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Background, Significance of project: A clinical trials management system (CTMS) is fundamentally a database
used to maintain and manage clinical trials with respect to planning, performing and reporting functions. For the
Dean’s office at the University of Virginia School of Medicine (UVA SOM), the CTMS is used to create accurate
reports regarding the state of clinical research efficiently throughout the enterprise, allowing both an in-moment
view of the state of clinical research across different research groups as well as appropriate resource allocation.
Currently, each clinical research group tracks research data individually and via differing methodology,
with no centralized system to measure productivity at the enterprise level. Implementing an institution-wide CTMS
will allow improved clinical operations decision-making, resulting in more efficient trial planning and milestone
tracking via executive management dashboards and metrics reporting. Investigators will also benefit, as clinical
research groups will be invited to take advantage of the CTMS, using such functionalities as: tracking subjects,
tracking data entry, managing monitor visits, and facilitating invoicing and payments, among other functions.

Purpose/Objectives: The primary purpose of this project is to implement an institution-wide CTMS.

Methods/Approach:

e Poll similar institutions regarding: CTMS system used, enterprise expansion strategies, budget, personnel, and
resource requirements (Vluly1e6)

e Create core group to complete justification, design time-line, and build preliminary budget (\/July16)

e Present project to Dean’s cabinet for design and budget approval (\/Aug16)

e  Work with University procurement office to negotiate and sign contract (\/signed Janl17)

e (Create steering committee (VJan17)

e Hire project manager, and begin hiring project personnel (VJan17 and ongoing)

e Kick-off meeting (VMar17)

e  Begin roll-out with most interested research groups

e Complete roll-out with GO LIVE in 2019. Continue ongoing support of system after GO LIVE.

Outcome and Evaluation Strategy:

The overall outcome is successful implementation of the CTMS, measured by successful GO LIVE with all teams.

Evaluation strategies will include measures of:

e Compliance with data entry (minimal requirements)

e Data integrity, queried via internal audit

e Researcher satisfaction, measured by survey of investigators and staff regarding implementation process and
the system itself

e Accrual per protocol per month

e Ability to allocate resources, measured via dollars per patient accrued, numbers of publications, and group
research portfolios

Conclusion with Statement of impact/potential impact:

Within one year of GO LIVE, the impact on UVA SOM clinical research will be: successful tracking of research
productivity; appropriate and effective allocation of resources; improved utilization and efficiency of research
infrastructure; improved enrollment in clinical research; increased publication of clinical research studies in high
impact journals; and ultimately the successful application for a Clinical and Translational Science Award (CTSA).



$§. Exceutive Leadership in Expansion of a Clinical Trials Management System: &= UNIVERSITY
ficademic Medicine Uniting the University of Virginia School of Medicine in Mission, mrrm IRGINIA,
Vision and Values to Improve Clinical Research SCHOOL OF MEDICINE

Linda Duska, MD, MPH

Collaborators: Lor1 Elder RN, Catherine Reniere MA, James Harrison MD PhD, BD Kim  Mentors: David Wilkes MD and Margaret Shupnik PhD

Background Outcomes/Evaluation

Present state: Clinical research groups Y . . : : : Within one year of GO LIVE, the impact on
track C data individual & 'th\) Clinical Trials Management System Overview Successful implementation of the CTMS will yes & P
rack research data individually, wi - be measured by successful GO LIVE with all UVA SOM clinical research will be:
1 1 l T D t EMR,Lab :
dlfferm.g methodology. There is no gm:gutlon Integration Management  Intesiaiy  Finance  Biling teams. * Successful tracking of research
centralized system to measure CTMS e Y oo Evaluation will include measures of: productivity
\ /1 1 Subject rotoco alen a;, epor Specir_nen Repo'rting . . . . .
p;oductlwty a’lc th; enterprise level. S Protocol | Calendar, | Report . Compliance with data entry * Appropriate and effective allocation of
This situation leads to inconsistent : : resources
reporting and out of date information. o2 —  Single Sign-on Web Access Management * Data integrity . . - Improved utilization and efficiency of
* Application  Researcher satisfaction, measured by Y
User _‘ ‘ ‘ ‘ survey of investigators and staff research infrastructure
TaY I Communit I INi
AC_CI_|II\;I\ISC8.| ’Cfrléﬂz| manage”men; syst;cem y + Accrual per protocol per month * Improved enro.llm(.ent in cll.nl.cal research
( ) is fundamentally a database Configurable to the client's workflows and systems * Ability to allocate resources, measured * Increased publication of clinical research
us.ed to. malntaln and ma na.ge Cllnlcal Modified from https://www.mdlogix.com/solutions/crms-clinical-research-management-system Via dO”arS per pa'[_'ient accrued’ numbers Studles |n hlgh ImpaCt Jou rnals
trials Wlt.h respect to p!annmg, | of publications, and group research Ultimately the successful application for a
performing and reporting functions. oortfolios Clinical and Translational Science Award
(CTSA)
Oct-16 Jan-17 Apr-17 Jul-17 Oct-17 Jan-18 Apr-18 Jul-18 Oct-18
ObjECtive MEthOdS/ApproaCh . Hire Ente-rprise PM in SOM CTO .Sltaffing | |
Hire Enterprise BA, OCin SOM CTO WO graphics Installati
] . ] 1 y " . Hire Trainer in SOM CTO emo Ta cs Insta _a e
To implement an enterprise-wide CTMS * Survey other institutions re: CTMS system used, Hire Developer in SOM CTO M Enterprise configuration
enterprise expansion strategies, budget, personnel, Demographics Installation =P'a""in9
. RPE testing | Oversight
Future state: and resource requirements RPE go-live B Training
] | ] A . . Lo . . Enterprise configuration | B Rollout
* Real-time, accurate reports regarding state of Create core group to complete justification, design Data migration from IRB qq—\_
L. A ; _h SOM CTO protocol data categorization: type, mgmt group
C||n|Ca| researCh EfﬁC|ency throughOUt the tlme Ilne' and bUdget Data migration from accrual application
i i ] I ¢ ' ject plan devel
enterprise, allowing appropriate resource ) Preser?t project .to Dean’s cablpet fo.r app.roval Pro?;:ie::az?;plz‘:e:z;nt?:: A qﬂ
allocation  Negotiate and sign contract with University Policy finalization |
- ] . g rocurement Create steering committee charge and charter |
* Improved clinical operations decision-making, P Draft departmental oversight plan with faculty _
. . - . ) ° I I Create working groups charge and charters
resulting in more efficient trial planning and Create steering committee Superuser training in Madison for team |
. . ¢ Hire rO.eCt Manager OC and trainer begin support of CC users
mIIeStone traCklng ] p J ] g Enterprise guidance document development |
* Customer (investigator) satisfaction with CTMS * Kick-off meeting | SOp development
fu nctionality * Begln rO”-OUt Wlth most IntereSted groups Early adopters/silent go-live possible with offices with OnCore :
e Complete roll-out with GO LIVE in 2019 DEpartments can access reports 1o eheck statuisg _\_-L
) ] Working groups and oversight up and running
* Continue ongoing support GoLIVE =

Presented at the 201/ ELAM® Leaders Forum




