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Drug Development Today— 
A Complex Ecosystem under Intense 

Environmental Pressure 

In a rapidly 
changing 
environment, 
the ability to 
survive is 
determined by 
the ability to 
adapt! 



“Disruptive Transformation” 

Drivers largely competitive and economic 
 

Disruption due to “dys-integration”  
• Outsourcing 

– Drug discovery and development 
– Manufacturing 
– Clinical trial management 
– Monitoring 
– Loss of control of the supply chain 

• Globalization 
 

Source: Clayton Christensen, Harvard Business School 
The Innovator’s Prescription, 2008 

 



• Drug development has been entirely proprietary and 
conducted largely in corporate silos 

• Clinical trials are not “global”—they are international 

• “Harmonization” is just a nice way to say “failure to 
standardize”! 

• Public respect for the endeavor has plummeted and 
participation is low 

• One cannot keep doing things the same way and 
expect different results 



“The drug development model has not 
fundamentally changed in more than 50 years, 
when the Kefauver-Harris Amendments of 
1962 established the current standard for the 
clinical testing of investigational drugs”…. 

 

--Kenneth I. Kaitin, PhD 
Tufts CSDD Director 



“For too long, the industry has failed to recognize the 
importance and value of well-established, sustainable, high-
performing research sites.  They are a resource that we 
have undervalued. Now is the time for us to take a more 
systemic approach that promotes site productivity and 
sustainability…” 

           --Briggs Morrison, MD 

        Vice-President for Global Medicines Development 

               and Chief Medical Officer, AstraZeneca 

   Member of the ACRES Board of Directors 

 

Sites Matter! 



The Harsh Reality of Clinical 
Research Sites Today 

 
• 70% of clinical research sites never do more than one 

clinical trial in the business lifetime 

• Fewer than half of sites meet enrollment goals and 10% 
never enroll a single subject 

• Few sites have professionally trained and certified 
research personnel 

• Many sites are still using paper records without 
EDC/CTMS  

• Monitoring accounts for nearly one-third on clinical trial 
budgets  

• Redundancy, delays, non-compliance, and poor quality 
are the norm rather than the exception 



Today’s Drug Development Process from 
a Systems Perspective 

In it’s time, it 
performed 
adequately… 
 
The times and the 
environment have 
changed ! 



Change Management— 
It takes a crisis! 

“The current approach to drug 

development is inefficient, 

ineffective and unsustainable.”

  DIA Europe, 2010 



A Vision for the Future of 
Drug Development 



Systems Thinking! 



Successful Systems 
Models Exist 



The Systems-Focused Organization 



Next Generation Thinking, 
Today 



January 7, 2014 
Drug Company Success Depends on New Development Paradigms 
BOSTON – Jan. 7, 2014 – While many drug developers continue to 

improve clinical trial operational efficiency to increase the pace of 
new product introductions, their medium- and long-term success 
increasingly will depend on their ability to embrace more efficient 
R&D models, according to the Tufts Center for the Study of Drug 
Development. 

“Pharmaceutical and biotech companies—large and small, established 
and early stage—are forging strategic alliances, collaborative 
partnerships, and multi-company consortia,” said Tufts CSDD 
Director Kenneth I Kaitin. “Early results indicate that sharing 
knowledge and leveraging resources is helping sponsors find new 
drugs to treat many of today’s most challenging and complex 
indications.” 

 
 
 

http://tufts.edu/


Industry is Coming Together! 

• TransCelerate BioPharma Inc. is a non-profit 
organization focused on advancing innovation in 
research and development (R&D), identifying and 
solving common R&D challenges and further 
improving patient safety, with the goal of delivering 
more high quality medicines to patients. 

• TransCelerate evolved from discussions at various 
forums for executive R&D leadership to discuss 
relevant issues facing the industry and solutions for 
addressing common challenges. 

 

 



“Perhaps the greatest gain from clinical design 
improvements and new partnership models 
will be the development of industry best 
practices, which will enable companies to 
maximize their formidable R&D investment 
and help ensure future commercial success.” 

 
--Kenneth I. Kaitin, PhD 

Tufts CSDD Director 



From Silos to Network Systems 



Fundamental Elements of an 
Enterprise System 

“A system is an entity 
that maintains its 
existence through the 
mutual interaction of 
its parts to achieve a 
specific goal or goals.” 

  -- Richard Wright 



Benefits of a Systems Approach  

• Drive and reward standardization 
• Drive regulatory simplification and compliance 
• Promote and value professionalism 
• Enhances performance 

– Increase efficiency 
– Reduce redundancy 



Benefits of a Systems Approach  

• Promote and enhance safety 
• Reduce costs and time-to-approval 
• Promote investment in sustainable clinical research 

capacity in emerging nations and markets 
• Align ethics and good business practices 
• Increase transparency and improve public trust 



Fundamental Elements of an 
Enterprise System  

Global Network of 
Accredited Sites and 

Certified Clinical 
Research Workforce 

Standardized 
Policies and 
Operational 
Procedures  

Shared 
Information 

Infrastructure and 
Risk Management 

System  



A multi-sector alliance of like-minded 
people and organizations working 
collaboratively to build a shared 

Global System for Clinical Research 
Excellence 

What is ACRES?   

 ACRES is an Integrative System! 



A Unique Transformative  
Multi-Sector Alliance 

ACRES—through and with its allies—is working to build an 

shared global system that: 

–  Leverages stakeholder collaboration, innovation and 
investment to implement change 

–  Promotes and improves the use of existing tools, policies and 
processes rather than re-inventing , 

–  Facilitates and streamlines clinical research  while improving 
safety and quality 

–  Reduces waste, redundancy and inefficiency in the clinical 
trials process 

–  Responds fairly to the world's health needs 

     



 

Each  ACRES initiative is intended to: 
•  Align like-minded organizations and individuals 
driven by principles of inclusivity, integration, 
integrity and innovation 
•  Achieve effective implementation  with close 
attention to eliminating waste, mitigating risk and 
learning from variation  
•  Leverage investments for the mutual benefits of 
all stakeholders 
•  Enhance responsible ethical conduct  of research 
and professionalism. 

ACRES Alliance Approach 





Initial projects are underway in each of four operational domains where 
critical processes for research sites, sponsors, CROs, regulatory authorities, 
ethics committees, and research subjects intersect to achieve "clean data” 
with greater efficiency, safety and interoperability -- at the points where 
change is most needed. 
 

 
 
 
 
 
 

ACRES Foundation Initiatives 

Executive 
Office 



Sites Need a Voice! 

• The Society for Clinical Research Sites is 
the first trade association established to 
represent the global clinical research sites, 
providing the sites a voice and a community 
focused on greater site sustainability. 
– Advocate 

– Connect 

– Educate 

– Mentor 

 



Excellence Counts! 

• Many sites are strongly committed to 
excellence and professionalism 
– Several existing site networks provide empirical 

evidence that standards and “accreditation” work 

– Committed sites seek feedback and recognition 

– Globalization and protocol complexity are driving 
the need for site quality assurance and 
performance more than ever 

• The global accreditation train has left the 
station! 



Recognizing and Rewarding Excellence 

Putting Standards and Metrics to Work to 
Promote Professionalism and Performance 

in Clinical Research Worldwide 

Site Accreditation 
          Standards Initiative 



Elements of Effective 
Accreditation 

Appropriate 

Standards 

• Must be meaningful 

• Measurable metrics 

• Multi-stakeholder 

 

Effective 

Processes 

• Minimize burdens 

• Maximize value 

• Neutral third-party 

Independent 
Oversight 

• Ensure integrity 

• Evaluate effectiveness 

Global Accreditation 
“Recognition  

of  
Excellence” 



Establish an efficient,  effective  and representative Project Steering Committee 

Engage critical stakeholders to champion efforts for site accreditation and workforce  certification 

   Convene  broad-based Collaboration Summit (s) to refine Scope, Strategy and Structure 

     Empower a Global Working Group for Standards and Process Development 

Develop and Implement necessary standards and agreements 

Pilot Test and feedback from stakeholders 

Refine standards and implementation through       
regional networks  
 

Evolving needs of 
Society and 
Stakeholders  

•  Public Trust 
•  Professionalism 
•  Quality Assurance 
•  Site Performance 
•  Risk Management 
•  Information Technology 

 

Sustainable system 
infrastructure to drive  
clinical research quality, 
safety and efficiency 

2013 

2014 

2015 

2016 



A Model for Effective  
Global Site-Accreditation 

Global 
Independent 
Accrediting 

Entity 

Process 
Manager 

Standards 
Maintenance  

Oversight 
and 

Evaluation 

Accreditors Informatics 



Standards Development and 
Application 

Personnel 

Facilities 

Administration 

 

Information Technology 

 

Quality Management 

 

Integrity 

 

Recruitment and Enrollment 

 

Accreditation 
Quality 

Management 

Site Director 
Study 

Coordinator(s) 

Operations 
Manager(s) 

Data 
Manager(s) 

Investigator(s) 
Administrative 

Support 
Specialist(s)  

Site-Based Information 
Management Systems 

Study Site(s) 



ACRES Collaborative Information 
Technology Infrastructure 

   Open, integrated information system with shared 
virtual data warehouse(s) and knowledge engines 

  System support/facilitation/interoperability of clinical 
trial operations 

–  Standards-compliant “point-of-entry” EDC and CTMS, 
including AE reporting and performance dashboard/metrics 

–  SOP driven continuous compliance/quality control 

–  Shared data-base(s) for trial initiation and support 

–  Remote risk-based quality management, safety and 
performance monitoring— “site optics”   



Security and Standards 

• Users can share information only if it is interchangeable 

• Users will share information only if they are confident it 
will be used safely and wisely! 

• Digital credentials 

– Authentication 

– Identity Management 

– Access Control and Security 

– Non-repudiation 

– Digital Signatures 



                          

Asia 

Latin America 

Europe North America 

Africa and 
Middle East 

ACRES 
Global  

Executive 
Office 

ACRES Global Headquarters and 
Regional Coordinating Centers 



ACRES National  
Co-Development Affiliates 

Research Sites, Investigators 
 and Ethics Committees 

Professional Organizations 
and Academia 

National Government Offices 
 and Oversight Agencies 

ACRES 
National 
Affiliate 

 



ACRES Value Proposition 

  Urgent Challenges 

–Education and training 

–Trial complexity 

–Site selection 

–Performance 

–Monitoring 

–Data management 

–Pharmacovigilance 

–Regulatory compliance 

–Delays and redundancy 

–Time to market 

–Ethical review 

–Misconduct 

–Public confidence 

–Economic pressures 

–Global disparities 

 

More effective application 
(redirection) of existing resources to 
build a sustainable, shared “system 
infrastructure” will provide a 
handsome return on investment, 
economically, scientifically and 
socially. 

Current estimates of 
waste due to inefficiency 

and redundancy in the 
clinical trials process is 

approximately 30% 
 

An effective system could 
realize annual savings in 

excess of 
$20 Billion  



Implementation Strategy and Timeline 

Maturation and Consolidation 

New Standards and Metrics; New strategic alliances; 
Performance Excellence; Self-sustaining organization 

  

Establishment and Growth of the Network 

 Site identification; education and training ; regional 
expansion; products and services delivery; ”modular 
growth” opportunities by adding existing networks 

Engaging Alliance Partners and Stakeholders 

 Standards, Metrics, Processes; Guidelines; IT 
Integration; Education, Certification and Accreditation 

Criteria; Quality Assurance 

Phase  1 
2012 

Phase 2 
2014 

Phase 3 
2017 

 



http://www.acresglobal.net 

Collaboratively building a global system— 
Promoting Accountable ResearchTM 

 


