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) Disclosure Statement

This project has been funded in whole or in part with federal funds
from the National Cancer Institute, National Institutes of Health,
under Contract No. 75N91019D00024. The content of this
publication does not necessarily reflect the views or policies of the
Department of Health and Human Services, nor does mention of
trade names, commercial products, or organizations imply
endorsement by the U.S. Government.
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)Presentation Outline

Describe clinical research projects from PM perspective
Define team resilience and its core characteristics
|dentify key strategies for building team resilience
Describe a resilient team’s role in promoting risk
management

Explain how a resilient team can apply tailored risk
mitigation strategies to lead a clinical research project

2024 Project Management Symposium 4 )




Clinical

. . ;SN‘%; PROJECT MANAGEMENT
Monitorin g @q&;io CENTER FOR EXCELLENCE
Resea re h e e patmai
Program
Directorate
(C M RP D) S u p pc I\(jllzi;rlli:gatlet?l::lat / Clinical Trials
S erv i ces & Information - Management

Supported over -
600 C||n|Ca| PI;:?;nsis?gnsa'I ComprEhenSiV < Regulatory
research Development & Strategic e During a Public
. Clinical
projects Research Protocol Health
oW support MGG | Emergency:
Teams & Protocol
Coordination ° N ee d to
Eregg ;gﬁ T\; a(t:il\olanIIDD, cslil;ical Administrative .
Laboratory for Cancer Ov:r:ight Management eSta b I IS h

Research, Leidos

Blomedical Research resilient team
Maryland 21702 4 Project Management Symposium S
e Fbhola nroiect




@ PROJECT MANAGEMENT

CENTER FOR EXCELLENCE

Clinical Research Project from PM

Perspective: Definitions

e What is clinical research?
Clinical research is a component of medical and health research
intended to produce knowledge that is valuable for understanding
human disease, preventing and treating iliness, and promoting health.
Reference: Institute of Medicine, 2002

e What is a clinical trial?
A type of research study that tests how well new medical approaches

work in people.
Reference: National Institute of Health (NIH) 2024 Project Management Symposium 6




Clinical Research Project from PM

Perspective: Background for 2014 Ebola
Outbreak in West Africa

As of June
10, 2016:
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) The 2014 Ebola Virus Outbreak

Source: Rid, A., & Emanuel, E. J. (2014). Ethical considerations of experimental interventions in
the Ebola outbreak. The Lancet, 384(9957), 1896-1899. . .
©957) 2024 Project Management Symposium 8

Ebola virus disease (EVD): a severe, often fatal,
hemorrhagic disease

EVD research was still in the early stage

No licensed products available at the time

No safe and effective Ebola therapy at the time
Researchers had no potential vaccine efficacy in hand
EVD outbreak: provided research opportunities
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Current State of the 2014 Ebola Emergency in West Africa
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Project Context/Operational Challenges

* No known clinical research infrastructure:

workforce (HR), IT/research infrastructure, weak
healthcare system

* In-country logistics: travel, food,
accommodation, safety, security, procurement,
supply chain infrastructure

e Community barriers: rumors, false
perceptions, fear, and misinformation

 Environment: epidemiological, regulatory,
political, geopolitical, ecological, and
socioeconomic complexity

Fear of Not
Having Enough
oney

Not Enough
People

. N
y 2
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Balancing
stakeholders’
interests



Redemption
Hospital:
Before

Former State of Clinical Research Infrastructure
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Redemption
Hospital:
After

Renovated Clinical Research Infrastructure
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Team Resilience and Risk Management
in Support of Clinical Research Project

To?-ic ] ili Topic # 3 A
Define resiience, Describe a resilient
team resilience, and foa team’s role in promoting
their core Resilience )
- risk management y
characteristics
Key
Strategi
S Rick In the context
IS
(Topic #2 Management of the 2014
|dentify key strategies (MGT) Ebola Outbreak
to builgj/ teaym J Framework in West Africa

\resmence )
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Defining Team Resilience in Clinical Research Context

Resilient Communities Resiliency consists of two

. complementary traits: the
Research participants ability to absorb impacts
Faith healers

and the ability to recover
) quickly from a setback or
Community leaders
Musicians

failure. ~PMBOK

Rotating Support Team

Volunteer Team Resilience Re-energl?e
members for next trip

Clinical

Operation
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) Definition of Resilience and Team Resmence

Resilience is defined as “the capacity to rebound or bounce back from
adversity, conflict, failure or even positive events, progress and
increased responsibility” (Luthans 2002b, p. 702).

Team Resilience is the capacity of a group of people to respond:
- to change and disruption in a flexible and innovative manner.

- to effectively confront and navigate challenges, overcome
obstacles, and withstand the pressure of adverse situations. )
14
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Core Characteristics of Team Resilience

Topic # 1

* Promoting open and transparent Define team

communication/collaboration Team resilience and
* Fostering adaptability and Resilience its core

flexibility characteristics
* Prioritizing well-being and

support
* Integrating risk management

across all functions Mo oK

_ ) . anagemen

* Embracing continuous learning t (MGT)

and innovation FRIIEELS

* Positive mindset, problem solving, survival mentality, self-awareness, and
compassion 16



Key Strategies to Build Team Resilience

Engaged leadership agreed
upon how it governs

« Community engagement
through social mobilization and
communication (SMC)

« Cross-cultural understanding
and integration

» Leveraging experienced SMEs

* Promote continuous training
and learning

» Foster adaptability, proactivity

« Comprehensive risk MGT

Key

Strategi

Team
Resilience

Risk

Topic #2
|dentify key

build team
resilience

\

strategies to

_/

Managemen

t (MGT)

Framework

~—

* Enhance team resilience by promoting/engaging with resilient staff
members and community leaders through SMC strategies.
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The Role of Team Resilience in Promoting Risk Management

* Promotes effective
communication

 Adapts to proactive risk MGT

* Maintains the well-being of
support team

 Ensures the safety of research
participants and integrity of the
research data

* Enhances the quality of
research outcomes

» Expedites the approval of
treatments

Topic #3 )
What role does a
resilient team play
in promoting risk
management? )

Team
Resilience

Managemen
t (MGT)
Framework

\

/ T

* Place communication/collaboration first and empower resilient people
|everage tailored and integrated risk management approach
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CMRPD’s Tailored Risk MGT Framework

Risk Case Example

Reques@upport a

high-priority
clinical research project

Summary:
International
Four sites
n =500

Fhoto by Unknown authoris licensed unde

1. @ 2.
Identify Analyze
Risks Risks

Risk
Register
5 (Tracker) 3
Communicate Mitigate
Risks Risks
& 4.
Monitor

Risks
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CMRPD’s Tailored Risk MGT Framework:

Risk Case Example

N 1@2

Identify aspects |den-tify Anal-yze risk in comparison
that could Risks Risks to the project
impact the Consider the
project probability of the
Risk risk occurring
Register Determine the
g (Tracker) )
Request: Support a S. 3. seriousness of the
high-priority Communicate Mitigate risk /
clinical research project Risks Risks

Summary:
International 4.
Four sites Monitor
F 500 | Risks 2024 Project Management Symposium 19

Analyze the
importance of a
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CMRPD’s Tailored Risk MGT Framework:

Risk Case Example

1. 2,
Identify Analyze
Risks Risks

Decide what
should be done
about the risk

Determine who
the risk gets

reported to Risk
Register
(Tracker)

5. 3. ™\
Requesgupport a Communicate Mitigate Ifr:/al_l:r?tle Vr;hentthedr
high-priority Risks Risks € iImpiemente
clinical research project respc_)nse
& 4 strategies are
Summary: . .
. workin
International Monitor 0 g J
Four sites Risks
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Messages
Be resilient and - Understanq the
support resilient S key strategies
team members in a that help build

and cultivate
team resilience.

team
Recognize the core

characteristics and

core value of team Risk
ili Managemen
resilience ¢ (MGT)

Framework

_—

* Prioritize communication/collaboration first and empower resilient people
Leverage tailored and integrated risk management approaches
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)Summary

|_It takes a village to conduct clinical research.

Insights from working with resilient teams on the ground:

 All projects are risky — not all risks are bad

 Risk identification is an iterative process

» Have tailored risk mitigation strategies across all functions

* Promote and build team resilience throughout the project lifecycle
 All hands on deck approach: empower the research team

» Team resilience and risk management = project success

2024 Project Management Symposium 22 )
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)Questions

Contact Jiwan Giri
qgiriji@mail.nih.gov
240-586-0134
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