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Role of Clinical Research Networks

To provide the milieu, leadership, infrastructure,
resources, training, and research participants

To carry out (conceive, plan, conduct, analyze, report)
multi-center clinical research studies that are
scientifically based and address unmet needs of those

affected by or at risk for the condition (disease,
IlIness)

\ Inventory and Evaluation of

ical Research Networks



M otivation

INDIVIDUAL

Personal Needs &
nterests

Recognition
Authorship
Personal Compensation

GROUP
Common |dentification &
Mission
Branding
Ownership

Distributed Compensation




Management Approaches

ACADEMIC BUSINESS
Bottom Up Top Down
Attention to detall Micro-management
Democratic Authoritarian
Responsibilities Obligations

ndependent Hierarchical
Consortium Incorporated

Training Trias




ACADEMIC

| ndependence (“To each
his/her farthest star”, creative,
Intuitive)

Educational (learning,
teaching, training)

Cooper ative (collaborative,
consultative)

Motivations
(compensation/promotion,
authorship, recognition,
service, clinical)

Non-profit (proceeds
reinvested, poverty mentality)

\ Inventory and Evaluation of

/' Clinical Research Networks

BUSINESS

Pur poseful (commercial,
planned, strategic, milestone-
based)

Hierarchical (chain of
command, authoritarian)
Competitive (enterprising,
survival of fittest,
entrepreneurial)

Motivations
(compensation/promotion,
ownership, recognition,
service)

For profit (proceeds
distributed, capitalistic
mentality)




RESEARCH
Hypothesis-driven
Scientific curiosity
M ethodological
‘Open’ communication
Peer-review
Replication
Science M odel (‘just the
best science’)

DEVELOPMENT

Pur poseful
Strategic
Milestone-based

Tangible outcomes or
products

Accountability
Engineering Model
(‘just what works’)



Sponsor ship
GOVERNMENT

Research
Science
Inclusiveness
Knowledge

COMMERCIAL

Development
Engineering
Exclusiveness
Products



Conflicts of Interest

INDIVIDUAL
INTERESTS

Privacy
Autonomy
Participation

PUBLIC
INTERESTS

Disclosure
Communal
Recusal



L eading a Team of Professionals.
Specify ends without specifying means

Specify Ends?

No Yes
Self-managed
Anarchy Goal-Directed
No Work
Specify
Means?
Turn-off Wasted Human
Yes | (Worst of all) Resources

(Hackman, J.R. Leading Teams. Harvard Business School Press 2002)

entory and Evaluation of

nical Research Networks



Clinical Research Network Themes

Collaboration, Collegiaity, Common Good

Cultural Milieu: Freshness, Diversity, New
nvestigators, Mutual Respect, Trust

nformed Scientific Agenda (Expertise)

~inding Common Scientific Ground (Equipoise)
Practice-Based vs. Academic-Based

Theory vs. Reality (Academic v Business)
Government vs. Corporate Sponsors
Cross-Network Collaboration
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Barriers & Facilitators

($) -- Finances, Funding

Time commitment

Avallability (pool) of research participants
L eadersnip (motivation, style, ego)
Sponsor agenda
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Managing Networ ks

Committee structure
— Toolkit for organization?

— No more than 5 to 6 people to make central
decisions and guide the group

Meet face-to-face as often as necessary
Set overall direction and goals
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Coordinating Center Functions:
NIH Recommendations

| ndependent and autonomous coordinating center (CC)
|ndependent and autonomous data coordinating center
Functions of CC well delineated

CC with expertise in multi-site leadership

CC with clear mandate from site investigators

CC can assess and advise re: racial and ethnic diversity

CC with expertise in developing consent and regulatory
documents
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http://www.nimh.nih.gov/council/interventions_research.cfm

Coordinating Center Functions:
NIH Recommendations

Organizational structure outlined, functions clearly
defined

Processes for resolving disputes and disagreements
specified

Conditions under which a site may be terminated are
specified

Sites chosen with staff and expertise to adhere to
common protocol

Plans for training and certification of staff at clinical sites

( )
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http://www.nimh.nih.gov/council/interventions_research.cfm

Coordinating Center Functions:
NIH Recommendations

Appropriate data monitoring tools are planned
Plans for ensuring and monitoring quality assessment

Plans for ensuring and monitoring fidelity to the
protocol

Coordinating team with appropriate biostatistical
leadership

Appropriate data management and computer
programming expertise are provided
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http://www.nimh.nih.gov/council/interventions_research.cfm
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