
Background
Clinical trial start up is a multifaceted process that occurs across a diversity of 
disciplines. Health systems must support caregivers by providing the appropriate 
tools, resources and training to promote timely execution of study activation. 
Eliminating bottlenecks in the activation process is critical to opening new studies 
quickly and efficiently and to providing patients the best possible treatment 
options. The objective of this project was to identify barriers within the current 
state activation process; then create new processes, tools, standards and trainings 
for an ideal state; and finally implement a future state workflow designed to reduce 
the total time to open a clinical trial.

Metrics
• Set new activation target of 90 days (median) across all trial types (49% 

reduction from the baseline target of 175 days)
• Establish a committee of 15-20 multidisciplinary research staff 
• Develop portfolio of 10-15 sub-projects for risk management 
• Create diagram aligning sub-projects to stakeholder feedback

Contact Information: Aaron McCorkle- MCCORKA@ccf.org , Lindsey Mooney- MOONEYL@ccf.org , Megan Kilbane- KILBANM2@ccf.org

Lessons Learned

At the Cleveland Clinic Taussig Cancer Institute improving clinical trial start up is a 
balance of meeting sponsor expectations, remaining competitive with comparable 
cancer centers and evaluating the internal needs of our stakeholders. Although the 
project is completed, we will continue to phase through the Plan Do Check Act 
cycle to evaluate gaps. Key components of the future strategy include:
• Establishing a dedicated start up team 
• Developing a rewards and recognition system for meeting or exceeding targets
• Using clinical trial schemas to focus on gaps within disease groups
• Evaluating predictive tools for clinical trial accrual

Methods
The project was completed in three phases:
• Utilize value stream mapping to identify current workflows and highlight 

waste, processing time and lead time. 
• Replace current linear workflow with three new workflows: Cooperative 

Group, Industry Sponsored and Investigator Initiated clinical trials (60, 90 and 
150 days, respectively)

• Collect data across research department using Crawford Slip, informal 
surveys, 1:1 meetings, team rounding, department meetings and a Kaizen 
event for new process roll out. 

Outcomes
Results after the soft launch (Q3, 2019) showed a reduction to 178 days for the 
quarter, down from 210 days at baseline (Q1, 2019), a 15% decrease when 
comparing Q1 to Q3. Results after the full launch (Q4, 2019) showed a reduction to 
150 days for the quarter, showing a near 29% reduction from baseline when 
comparing Q1 to Q4. The raw number of clinical trials that were activated in ≤ 90 
days grew by 200% after full launch.
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Hire Internal Paralegal in Taussig

• Legal can take 2-3 weeks, CDA 
pilot timeframe >1 week

• Legal resources limited. Legal out 
of scope of our control.

• Legal could talk directly to the 
sponsor via online submission

• Legal staff is semi-removed from 
our processes and expectations

• Legal not aware of our timeline, 
even with Master Contracts

• Volatile turnaround time from 
the legal department (finance 
perspective)

Legal, OSRP
SPA

Clinical Trial Financial build-out 
(Value Stream Mapping)

• We are removed from OSRP and 
Legal: more communication with 
those groups needed

• Date from OSRP return to 
contract execution

• NOAA/Activity is not generated 
within the 24-hour window as 
expected

• Volatile turnaround time from 
OSRP (finance perspective)
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PRMC Flow Optimization (& sub projects)

• PRMC delays (ie. Getting protocol mid-week)

• PRMC only meets every 2nd and 4th Tuesday

• Is PRMC review for sponsored trials necessary?

• Misc. amendments come before PRMC/IRB 
submission and adds TTO

• Most intial applications are not fully IRB 
approved; usually "conditionally approved"

• Feasibility checklist is redundant w/ PRMC 
application; feasibility not required for IRB 
application

• Have a separate meeting outside of dog to 
combine feasibility + PRMC + budget discussion

PRMC

Additional Employee Hiring

• Not enough resources (staffing)

• Should start sponsored TTO at feasibility, since 
this is when PI deems study fit and there is 
adequate staffing to move forward

• Nursing calendars/orders result in delays due to 
staffing/workload

• Batch #4 issues: nursing staffing is low

• Availability of essential study staff

• Lack of RN and Finance resources for nursing 
calendar

Clinical Team
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Clinical Trial Schema

• Not enough resources (staffing)

• PI improving prioritization of trials to open

• Should start sponsored TTO at feasibility, since 
this is when PI deems study fit and there is 
adequate staffing to move forward

• Nursing calendars/orders result in delays due to 
staffing/workload

• Batch #4 issues: nursing staffing is low

• Availability of essential study staff

Feasibility Process Changes 
(assessment and evaluation for improvement)

• Competing studies come up in the same 
timeframe

• Improving feasibility process (opening trials that 
matter, should be more of a conversation, time 
consideration of work put into studies that do 
not accrue patients

• Is feasibility form necessary, "all trials are 
feasible" mindset

•  When does feasibility start (pre-site visit?), 
oversight committee over feasibility (peer 
review process) 

• Only 2 feasibilities allowed per DOG meeting 
(but multiple CDAs received)- Some only allow 1 
per month

• Using BMT model for feasibility; "pre-
feasibility" determines is a trial is feasible 
before the formal meeting

• Forming a feasibility sub-committee to review 
processes

• When does TTO start? Feasibility an option?

• Difficulties scheduling feasibility (Clinical team 
availability)

• Coordinators are not getting info for feasibility 
w/in 10 days

Feasibility Process Changes 
(assessment and evaluation for improvement)

• Difficult to obtain all signatures on feasibility

• Should be scheduling feasibility as soon as 
protocol received (consider process step 
amendment?)

• Feasibilities do not always end in "yes/no" 
result. Choices are tabled and wait to make final 
decisions based on pending questions

• Solids team waits to assign coordinator until 
DOG completes feasibility

• RC does not get enough info from sponsor prior 
to feasibility (ex: tables, data entry timeframes)

• RCs need to be able to revisit feasibility (time 
considerations)

• Region delays (need to be done before 
feasibility)

• Nursing feasibility should be before main 
feasibility

• Inconsistent nursing feasibility reviews 
(standardize process?)

• Every study team member needs to be at 
feasibility meeting

• Nursing orders should be started earlier (near or 
at feasibility)DOG Efficiency

Automated DOG Reports 
(template)

• Can we create a template 
for future automation 

S:Drive Cleanup

• Want a team to clean up 
S:Drive, evaluate 
efficiencies and determine 
if this is the most suitable 
means of digital storage?

Budget Process Improvement

• Finance to schedule budget meetings

• Budget meeting to calendar creation can take 
weeks

• Should be able to request budget before 
feasibility

• Date of budget meeting should be closer to 
feasibility

• Budget meeting issues (MD availability)

• More communication from finance is needed 
(w/ RCs and others involved with study)

• Timely scheduling of budget meetings around 
RN/MD schedules

• Timing: budget creation after feasibility

• RN’s reviewing protocols for informed feedback 
at budget meetings

• Slow contract execution
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Finance & 
Billing

Survey DOG Meeting Freq.

• DOG meetings only occur 
biweekly. Pushes 
feasibilities out by months

Cleveland Clinic Access to OnCore

• Can we use automation for key 
metrics and consolidate data entry 
to one location (i.e. OnCore)?

• Would like to explore 
opportunities to use eReg

• Use of Tableau to visualize data 
entered in Oncore

• Would like to explore use of 
ePRMC

• Intranet consent link inefficiency 
improvement

Systems

CTMT Improvement

• Evaluate ways to 
improve CTMT

• CTMT needs a 
dedicated owner

• CTMT needs updating 
in real time

• CTMT need to be used 
as a tool, not source of 
training

• Would like a pill counter

Pill Counting Machine 
(w/ time study)

Clinical 
Team

Systems
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• FEEDBACK, CONCERNS, 
QUESTIONS, IDEAS

Research Project Alignment

**LEGEND

10/15/19

150

160

170

180

190

200

210

220

Q1 Q2 Q3 Q4 (November)

Median Days (thru Nov 2019)

mailto:MCCORKA@ccf.org
mailto:MOONEYL@ccf.org
mailto:KILBANM2@ccf.org

	Slide Number 1

