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Utilizing a unique blend of problem-solving methodologies to address the most critical issues facing CROs 

today.
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Abstract
The PhUSE CRO Summit was formed to identify the most
critical issues facing CROs today and to determine how CROs
can collaborate with PhUSE to address these issues. Leaders
from top CROs gathered in focused discussion that started with
Design (divergent) Thinking and then included the Theory of
Constraints - Logical Thinking Processes to converge on a
defined goal; identify critical success factors toward the goal;
determine the necessary conditions for each factor; and finally
set the intermediate objectives and actions leading to resolution
of the goal. Using these methodologies, executive
representatives across the CRO industry decided on solving the
goal of “Improving the profile and attractiveness of a CRO career
by fostering a positive culture that people want to join".

Methods

In Frankfurt, we learned, there are five steps in the design
thinking process: empathize, define, ideate, prototype and test.
Ian Fleming and James McDermott demonstrated the “double-
diamond” method for definition where the first diamond defines
the problem and the second defines the solution.

In Baltimore, we discussed these “sticky” themes which had
been refined to the point where the first diamond was closed,
as if being in a funnel, resulting in widely dispersed ideas being
narrowed down to the definition of a precise problem statement
as a closing point. This was the goal definition that was carried
forward to the Logical Thinking Processes.
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Need
Create avenues for joining the domain knowledge 

of our industry’s current statisticians & 
programmers with the new methods and 

technologies.

Target:  Goal Tree CSF05

IO.06 (Action)

Collaborate within a pre‐competitive space giving 
innovators a louder voice and early regulatory 

agency buy‐in.

How to use this tree:
 Determine the obstacles for each NC in the 

Goal Tree and intermediate objectives (IO) to 
overcome each obstacle. 

 Place these obstacles and IO’s in chronological 
order

 Start with the first IO \ obstacle on the bottom 
to the last on top satisfying the targeted NC

 Use as needed (not every NC will require such 
detail)

Obs.06 (Obstacle)

Picking the safe choice (risk averse) in regard to 
technology

Result

Tools developed to fit clinical trial and RWE needs, 
while also complying with the FDA’s regulations for 
data authenticity, integrity, and confidentiality

Need

Make it easier for stakeholders to choose the new 
technologies instead of falling back on the more 

proven or safe choices.

Reason

If FDA knows there is a whole group interested in 
some technology then they will be more willing to 

adopt.

Result

Strategies are in place to optimize and integrate 
existing data platforms and methods with RWD 

and advanced applications

Target NC03, NC04 NC05

Industry embraces innovation / new technology

Obs.05 (Obstacle)

Learning curve may be steep for existing resources

IO.05 (Action)
 SMEs / “Innovators” acclimate resources to new 
technologies with training seminars / workshops / 
User groups / small internal groups of evaluators / 

internal projects POCs

IO.03 (Action)

Listen to the industry (Reg agencies, PHUSE, SDOs, 
etc) in order to invest in the right technologies that 

will meet demand now and into the future.

IO.04 (Action)

Companies engage key stakeholders from 
regulatory and/or industry to define problems then 

share innovative applications

Reason
Cost effective, timely (for targeted resources) and 
relevant to the internal projects implementing new 
technologies or methods.  This should make trials 
faster, cheaper, new drugs / indications to market

Result

Industry developers are keeping up with the 
necessary skills as technologies are adapted and/or 

improved.

Obs.03 (Obstacle)

Capacity to embrace the new technologies 
required by the market, regulatory authorities and 

projects

Need
The right systems, software apps, methods and 

developers are needed to be scaled up to meet an 
increasing demand as new projects and more data 

are introduced to the equation. 

Reason

Follow the money to determine where the short 
and long‐term returns will benefit organizations.

Result
Capacity is sufficient to meet the current 

constraints (budget, resources, methods and 
platforms) when embracing new technology, but 
open opportunities for future development.

Obs.04 (Obstacle)

Applications and data needs are changing at a 
rapid pace

Need

Minimize lag time from innovative companies 
developing solutions to the adoption from big 

pharma / CRO

Reason

This will bring opportunities to traditional pharma/
CROs and small innovative companies that may not 

have as much experience in this environment

Result

Applications are keeping up with the exponential 
growth of technology and data.

Obs.05 (Obstacle)

The culture is resistant to change.

IO.01 (Action)

Collaborate in working groups to evaluate 
feedback from the steps below to keep pace with 

technology

Need

Information and experience should be shared 
giving the feedback necessary to optimize new 

methods and technologies

Reason

The shared experience and reasoned working 
group decisions with input across organizations will 
keep the momentum going regarding new tech

Start at bottom

IO.07 (Action)

Acknowledge the data/technical requirements are 
real and will be required or facilitate approval

Obs.07 (Obstacle)

ROI not well defined when adapting new 
technology to the limited understanding of use

Result

Scientific trust is maintained with all the data and 
technologies deployed in research

Need

Invest in new technology or methods to keep up 
with data and/or RWD needs.

Reason

Faster pathways to approval, competitiveness in 
the market and increased patient safety and 

engagement.

IO.02 (Action)

Industry collaborates with FDA to ensure proper 
controls and (trust) within a rapidly changing 

landscape

Obs.02 (Obstacle)

Regulatory requirements (GCP, GPP, validation) 
must keep up with technology/methods

Current Situation

This industry is perceived to be slow at embracing 
new technology, methods and data.

Need

Guidance and regulations must keep up with 
rapidly developing technology and data

Reason

Needs regarding new data and technologies will be 
discussed and guidance and strategies will be 
developed and deployed in a timely manner

Intermediate Objective (IO) Map

IO Map

Goal:  Specific measurable 
achievable relevant timebound 

CSF01

Variety of work 
within a company

Goal01
Improve the profile and 

attractiveness of a CRO career by 
fostering a positive culture that 

people want to join.

CSF02

Create your own 
career

CSF03

Training / 
Learning

NC01

Flexibility to change 
roles (technical/
management)

NC02

Ability to adapt to 
market needs

NC03

Managerial & 
Technical paths

NC01

Relevant training 
curricula is 
utilized

NC02

Companies 
recognize the 
training value

How to use this tree:
 Define SMART Goal
 Determine critical success factors (CSF) leading to goal.
 State the necessary conditions (NC) required to meet 

each CSF.
 Utilize Pre‐requisite Tree (IO Map) to determine the 

obstacles for each NC and intermediate objectives (IO) 
to overcome each obstacle. 

CSF04
Connection to 

patients  / saving lives in 
multiple therapeutic 

areas

NC04

Recruiting from 
outside industry / 

universities 
consistent with 
value of saving 
patient lives or 
improve QOL 

NC05

Marketing to 
outside of 
industry / 

universities about 
the benefits of  
working at CROs 
in partnership 
with pharmas 
saving lives / 
improve QOL

CSF05

Industry embraces 
innovation / new 

technology

NC03

Regulatory agencies 
must buy‐in to the 
new technologies

NC04

Pharma/CROs buy‐in to 
using and promoting 
new technology

CSF01 Assumptions
 Different T/As
 Many Sponsors
 Phases 1‐IV
 Role‐blurring(morphing)

CSF02 Assumptions
 Work/Life Balance
 Technical track
 Management track
 Work from home
 Leadership

CSF03 Assumptions
 Work
 Formalized training
 (graduates / freshers / interns)
 PhUSE Educating for the Future working group
 Reasonable commitment to training.
 Speed of training.
 More opportunity for conference participation.

CSF04 Assumptions
 CROs/Programmers are first to know the 

results.  Cutting edge.  
 Get PhUSE to bring in patient experience to 

a conference.
 Celebrate success across sponsors.
 CROs provide this recognition opportunity 

across many sponsors.

                                 CSF05 Assumptions
 Work
 CROs implement the latest technologies
 Able to adapt more quickly.
 PhUSE presentations are primarily from CROs.  CROs 

lead the technical information sharing.
 Opportunities exist to spend x amount of time on 

innovative endeavors. Funded innovation teams/
projects at PhUSE.

Please see CSF01‐05 
assumptions under 
these lines. (In the 

text below the map.)

NC05

Investment toward 
experimentation / 

innovation with emerging 
technologies 

The PhUSE CRO Summit (PCS) was established
in 2018 to determine how PhUSE can work with
CROs in the industry to overcome their greatest
challenges and take advantage of new
opportunities. The PCS brought together leaders
of premier CROs that provide biopharmaceutical
services. The meeting was held under the
Chatham House Rule, designed to facilitate open
discussion of controversial topics.

We then determined five critical success factors
(CSF) to meeting our goal. Next, for each CSF, we
outlined the necessary conditions (NC), the
obstacles (Obs), and intermediate objectives (IO),
which are the actions needed to overcome each
obstacle and create the NCs.

Using open discussion and design thinking
methodology, the group derived a concise problem
statement, or goal:

We’d like to thank the attendees at our PHUSE Connect CRO Summit and
monthly meetings for their contributions to the contents on this page for if
it weren’t for their insights, none of this would have been possible.

Need

Credible competency assessments demonstrating 
proven capabilities.

Target:  Goal Tree CSF03

IO.01 (Action)
An introductory training about the various 

disciplines in our industry and advanced training 
for new roles (data scientist roles in our industry or 

cross‐training from other industries). 

Obs.01 (Obstacle)

There is no step‐wise plan for teaching students 
and others about the benefits of a career in our 

industry.

Current Situation

Students and others, outside and within industry, 
don’t know some or all of what we do at CROs to 

support the life sciences.

Need
Training shows where data science roles fit within 
the big picture; demonstrates new technologies; 

includes “soft skills”; creates engagement; 
demonstrates the good we do for our patients.

Reason
Altruistic components and technical topics provide 
a variety of skills.  Training is developed by PhUSE 
or in collaboration with universities and sponsor 
companies as identified by the working group.  

Result (NC01)
Students (high school and college) have the ability 
to follow‐through and attend the appropriate 
courses and/or workshops according to their 

desired learning outcomes.

Target NC01, NC02

Individuals are able to provide globally 
recognized and valued evidence of new skills 

acquired for their role

Obs.02 (Obstacle)

Certification/skill achievement not tracked.

IO.02 (Action)

Certificates of achievement are provided upon 
completion and tracked.

IO.04 (Action)

Companies buy‐into the value of this training.

IO.03 (Action)

Avenues are opened for reaching/training 
university students and people in other industries.

Reason

The assessments will be globally recognized if 
industry developed and accredited if developed by 

universities.

Result (NC02)

Students have proof of course mastery.

Obs.04 (Obstacle)

Currently there is no company buy‐in for the 
training

Need

Training must show value and be up‐to‐date with 
the latest standards and technology.

Reason
Companies provide resources to help develop 
training in the curricula. After having taken the 
courses, students will share knowledge as they 

perform associated tasks.

Result

The certifications that students earn hold 
recognized value to prospective companies.

Obs.03 (Obstacle)

There is no outreach for students and potential 
resources from other industries.

Need
Show what training is available to students and 
others.  Have university days at conferences, 

inform students of training and offer networking at 
other industry conferences. 

Reason

Students will be exposed to what we do and how it 
helps our patients.  Educational / skillset barriers 

to entry can be identified and overcome.

Result

Students have demonstrated skills in the areas 
accomplished by the training.

Obs.05 (Obstacle)

There is no channel to communicate training 
accomplishments

IO.05 (Action)

Mastery of completion is communicated through a 
standard medium.

Need

Select an easy, popular and (GDPR compliant) tool 
for individuals to highlight their training 

accomplishments and newly developed skills.

Reason

There are plenty of tools like Linked‐in available.  
CROs and staffing companies may benefit from a 
universal understanding of the accomplishments.

Start at bottom

“Improve the profile and
attractiveness of a CRO
career by fostering a
positive culture that people
want to join.”
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