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Executive and Steering Committee Meeting  

July 28, 2015 

Building A Learning Community Among Key Stakeholders 
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Agenda  

1)   MRCT Center Transition 

 

2) Data Transparency Initiative  

(Governance and IT Work Stream) 
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MRCT Center Transition 

Building A Learning Community Among Key Stakeholders 
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Our Transition  

July 2015 – 

 

Administrative transition of the MRCT Center to the Division 

of Global Health Equity, Department of Medicine, Brigham 

& Women’s Hospital and Harvard University 

 

Previously in the President’s and Provost’s office at Harvard 

University, Harvard Global Health Initiative 
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Our Transition - Impact 

 

• Synergies with Global programs under the leadership of 

Paul Farmer within the Division  

 

• Administratively will need paperwork to transition 

agreements from the University to the Brigham and 

Women’s and Harvard affiliation  

 

• Transition over the next few months to a new name,      

  MRCT Center at Harvard and BWH, logo, emails  

 

• Our Mission remains unchanged 

 

 

 

 

 

 

 

 



  Division of Global Health Equity 

 Established in 2001 at the Brigham and Women's Hospital under 
the leadership of Dr. Paul Farmer.   

 Serves as the academic and research home for more than 45 
faculty who are engaged in teaching, patient care and research 
around the world and domestically.  

 Committed to training the next generation of global health 
leaders, improving care and engaging in rigorous research 
globally 

 Multidisciplinary effort to integrate clinical medicine with insights 
from anthropology, history, sociology, epidemiology, statistics, 
economics, and other social sciences 

 



 The integration of the MRCT Center into the DGHE offers a 
network of thought partners globally, international colleagues, 
and infrastructure for program strengthening and expansion.   
 

 MRCT Center will retain an alliance with Harvard but benefit 
from the affiliation at and support of BWH and the Division of 
Global Health Equity.  
 

 DGHE faculty have strong ties to the Ministries of Health in the 
countries where we work, offering an opportunity for MRCT to 
build relationships and to influence national policy regarding 
clinical trials in those nations.  
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Data Sharing and Transparency 
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Data Sharing and Transparency Efforts 

Clinical 
Trial Data  

Study 
Participants 

Researchers  Public  

• MRCT has spearheaded two major initiatives related to sharing of clinical 

trials data, furthering the considerations of the EU directive, PhRMA/EFPIA 

principles, and the IOM guidelines on Clinical Trial data sharing. 

 

• In order to advance beyond these initial steps, MRCT convened stakeholders 

from the US, Europe, WHO and others. The assembled participants 

concluded that a global, federated portal of all data sharing sites from industry, 

academia and government would facilitate and harmonize CT Data Sharing 

efforts. 
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Background: Data Sharing Conference:  

March 30-31, 2015 

70 representatives of pharma, biotech, patient/patient advocates, 

foundations, academics, journal editors and others: 

Consensus on future strategic vision: 

• Expectations and practices of registration and results reporting 

of all clinical trials would be regularized among industry and 

academia;  

• Greater access to participants-level clinical trial data could be 

facilitated; 

• Researchers would be able to access and combine data 

across various platforms and sponsors, to multiply 

opportunities for data analysis; and  

• Research participant privacy can be safeguarded 

• Sponsored by the MRCT Center, LJAF and Wellcome Trust 
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Data Sharing: Common ICF and DUA 

TEMPLATE ICF LANGUAGE FOR DATA SHARING  DATA USE AGREEMENT TEMPLATE  
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Data Sharing: Future Vision 

• Organizational structure - A centralized, international, not-for-profit organization 

responsible for a coordinated data sharing initiative;  

• A centralized and single portal - A central user interface with a robust search 

engine functionality, including information on trials around the world; 

• Governance – Creation of an empowered, central, multi-stakeholder body with 

authority and accountability to enable the long term vision wherein a not-for-profit 

entity may promote and oversee the data sharing enterprise end-to-end; 

• Data requirements – Sufficient data ontogeny, data definition and metadata to allow 

for and enable the integration of differing datasets for analysis; 

• Shared or common services – Efficient shared or common services across data 

generators / sponsors (policy setting, data de-identification, and as appropriate, 

criteria for independent review panel decisions); and 

• Flexibility - A data platform that accommodates differing expectations and research 

needs, including the ability to download data if freely available and the ability to host 

data for those data generators that do not wish to do so themselves.  

Partnering with Wellcome Trust, IOM and Deloitte Consulting to ensure 

collaborative, sustainable, unified approach to common platform and portal 
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Data Sharing: Proposed Model Platform - Draft 

Researcher 

Central multi-
stakeholder 
governance 
organization 

Central repository 
for academics (or 
others) who do 
not wish to “host” 
data 

Provides shared 
services for: 
• Administer 

researcher 
requests 

• Review process 
• De-identification 
• Setting policies  
• Define standards 

PORTAL:  Central user interface portal with search engine building upon 
existing search engines (e.g. ClinicalTrials.gov and ICTRP) to pull information 
from registries / provide complete and robust “denominator” of existing data 

PLATFORM:  federated platform model with optional central 
component enabling access to data, combining datasets and 
allowing downloading as appropriate  

A 
Sponsor A  

Data sets 
 

Perform feasibility 

checks 
 

 

B 
Repository B 

(other data sets) 
 

 

Researcher 



- 14 - 

Data Sharing: Next Steps 

 We propose the creation of a not-for-profit organization whose goal 

is to create, direct, implement and oversee a sustainable data-

sharing platform 

   

 

Partnering with Wellcome Trust, IOM and Deloitte Consulting to ensure 

collaborative, sustainable, unified approach to common platform and portal 

Strategy 

Construction 

Implementation 

3 Phases of Realization: 
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Data Sharing: Strategy Phase 

 Strategy Phase: MRCT and collaborators will create organizational 

blueprint for new not-for-profit entity and will establish new steering 

committee to lead construction and implementation phases.  

   

 

Partnering with Wellcome Trust, IOM and Deloitte Consulting to ensure 

collaborative, sustainable, unified approach to common platform and portal 

Strategy 

Construction 

Implementation 



- 16 - 

Data Sharing: Strategy Phase 

 Key Deliverables: Strategy  

 

 

New Entity 
Steering 

Committee: 

 Principles and 
Governance 

IT 
Requirements: 

 Platform and 
RFP 

Development 
of Sustainable 

Business 
Model 
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Data Sharing: Strategy Phase 

 In Strategy Phase: We have launched 3 integrated working groups to 

develop organizational blueprint for the suggested not-for-profit entity:  

 

 
MRCT 

Governance 
Working Group 

Information 
Technology 
(IT) Working 

Group 

Business 
Models 

Working Group 

 

 

 

 

 

 

• Define purpose, plan and scope of 

new entity 

• Establish new steering committee 

• Develop governing principles  

 

• Report on existing IT infrastructure 

• Determine required IT specifications 

• Develop global-level IT platform 

blueprint 

• Develop sustainable business 

model, informed by IT Working 

Group, evaluated by Governance 

Working Group 
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Data Sharing: Strategy Phase 

 The MRCT/Wellcome Trust/Arnold Foundation Governance Working Group 

Main Objectives:  

 

 

MRCT 
Governance 

Working Group 

Information 
Technology (IT) 
Working Group 

Business 
Models Working 

Group 

 

 

Develop a high-level charter 

 

Develop principles for steering 

committee 

• Committee structure 

• Size and scope of committee 

• Operating guidelines 

 

Establish a steering committee 

• Roles and responsibilities 

• Criteria for service 

• Solicit members 
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Data Sharing: Strategy Phase 

 The MRCT Governance Working Group Main Objectives:  

 

 
MRCT 

Governance 
Working Group 

Information 
Technology (IT) 
Working Group 

Business 
Models Working 

Group 

 

 

Vision Statement: 

 

To maximize the contribution of 

clinical trial participants to 

advance science and patient care 

through the sharing of participant 

data for further research. 
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Data Sharing: Strategy Phase 

 The MRCT Governance Working Group Main Objectives:  

 

 MRCT 
Governance 

Working Group 

Information 
Technology (IT) 
Working Group 

Business 
Models 

Working Group 

Mission Statement: 

 

To develop and maintain an international non-profit entity to 

promote, coordinate and oversee clinical research data sharing 

through the creation and implementation of a sustainable global 

data-sharing platform that will:  

 

• protect study participants privacy and confidentiality 

• encompass the full breadth of clinical trials conducted by 

academia, government and industry 

• incorporate and respect existing platforms  

• incorporate functionality to search and interact with existing data 

platforms 

• provide the ability to host and analyze data, as well as to provide 

access to data on data generator’s platform 

• interact with, and enhance regulatory initiatives and registries 

• include a review process for data requests, where required 

• be sustainable and more efficient than alternative options outside 

of this initiative 

• encourage harmonization and good data sharing practices 
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Data Sharing: Strategy Phase 

 The MRCT/IOM IT Working Group Main Objectives:  

 

 
MRCT 

Governance 
Working Group 

Information 
Technology 
(IT) Working 

Group 

Business 
Models Working 

Group 

The IT Workgroup will  function as a 

collaboration between the MRCT Center 

and IOM, advising on and developing IT 

infrastructure to enable broad data 

sharing, with goals to: 

 

• Commission report on existing global IT 

infrastructure/platforms 

• Create IT infrastructure blueprint 

• Host in-person workgroup meeting at IOM  

• Develop detailed report of IT specifications 

for global-level platform 

• Create RFP for construction of IT data 

sharing platform 
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Data Sharing: Strategy Phase 

 The MRCT/Deloitte Consulting Business Models Working Group Main 

Objectives:  

 

 

MRCT 
Governance 

Working Group 

Information 
Technology (IT) 
Working Group 

Business 
Models 
Working 
Group 

The Business Models Workgroup plans 

to exist as a collaborative effort between 

the MRCT Center and strategic partner, 

Deloitte Consulting with goals to: 

 

• Provide expertise on financial 

sustainability  

• Advise on how to develop and capacitate 

the not-for-profit entity, including in 

regard to its financial viability.  

• Develop a sustainable business model 

for the not-for-profit entity. 
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Data Sharing: Construction Phase 

 Construction Phase: Newly empowered steering committee will lead 

organizational construction with support from MRCT and collaborators as 

needed.  

   

 Strategy 

Construction 

Implementation 
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Data Sharing: Construction Phase 

Planned: March 2016 Data Sharing Project Conference to 

review and endorse plans to date, and to launch effort 

establishing not-for-profit entity to create, direct, implement 

and oversee a sustainable data-sharing platform.  
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Data Sharing: Construction Phase 

Key Deliverables: Construction  

 

 

Organizational  

• Funding 

• Global 
Communication 

• Obtain Broad 
Buy-In 

Technical 

• Publicize IT 
Platform RFP  

• Select Partner 
to Build IT 
Platform 

Launch 

• Hire Operational 
Leadership and 
Support Staff 

• Build IT Platform 



- 26 - 

Data Sharing: Construction Phase 

 

 

Securing Funding: 

 
• Public-private funding will be explored and secured to establish 

the core operational and support staff and to build and maintain 

the IT platform. 

 

Global Communication: 

 
• Policy initiatives and a communication plan will be implemented 

for the promotion of, and incentives to promote clinical trials 

data sharing via the newly established platform. 

 

Obtain Broad Buy-In: 

 
• Key stakeholders from academia, industry, not-for-profit 

organizations, regulatory agencies, biotech companies, 

publishers and others will be engaged, support will be solicited, 

and targeted publicity will be developed. 

 

Organizational  

• Funding 

• Global 
Communication 

• Obtain Broad 
Buy-In 
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Data Sharing: Construction Phase 

 

 

Publicize IT Platform RFP: 

 
• An RFP for global-level IT Platform, including requirements for 

the host entity will be specified, and advertised.  

• A selection committee will be established by steering committee 

to support decision-making among applicants.   

 

Select Partner to Build IT Platform: 

 
• Finalists will be selected and presented to the steering 

committee. 

• Partner will be selected and notified. 

 
 

Technical 

• Publicize IT 
Platform RFP 

• Select Partner 
to Build IT 
Platform 
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Data Sharing: Construction Phase 

 

 

Hire Operational  Leadership and Support 

Staff: 

 

• A selection committee including representatives 

from academia, biopharmaceutical industries, 

patients/patient advocate groups, not-for-profit 

organizations and funders will be established by 

steering committee to support decision-making 

among applicants. 

• Job descriptions will be developed with 

requirements for the future head of the 

organization, and principal and support staff. 

• Finalists will be notified and hired. 

 

Build IT Platform: 

 

• Selected IT partner will commence building of IT 

platform with support from newly hired 

operational leadership and oversight from 

steering committee.  

 
 

Launch 

• Hire 
Operational 
Leadership and 
Support Staff 

• Build IT 
Platform 
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Data Sharing: Implementation Phase 

 Implementation Phase: Following the completion of the IT platform, the 

new not-for-profit entity, led by a steering committee and supported by 

operational leadership and support staff, will function as an autonomous 

entity. 

 

   

 

Strategy 

Construction 

Implementation 
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Data Sharing: Implementation Phase 

• New not-for-profit entity will commence operation of directing, 

implementing and overseeing broad data-sharing platform. 

• Sustainable, cost-sharing business model for use of data sharing platform 

will be implemented to support new entity longitudinally. 
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Data Sharing: Project Timeline 

Timeframe Deliverables 

Summer 2015 • Working Groups Established 

Fall 2015 • IT Workgroup: Report on Existing IT Infrastructure 

• Governance Workgroup: Draft Charter, Establish Governance Framework, Determine 

Steering Committee Roles and Responsibilities, Criteria for Service 

• Business Models Workgroup: Develop Sustainable Business Model 

Winter 

2015/2016 

• Creation of IT Platform Blueprint 

• IT Working Group Meeting at IOM- Develop Detailed IT Specifications 

• Solicit New Entity Steering Committee Members 

Spring 2016 • Conference at Wellcome Trust [Empower New Steering Committee] 

Summer 2016 • Establish Selection Committee and Publicize IT Platform RFP, Establish Selection 

Committee and Commence Search for  Operational Leadership and Support Staff 

Fall 2016 • Establish Partner to Build IT Platform, Secure Funding to Hire Staff and Build IT Platform 

Winter 

2016/2017 

• Select and Hire Operational Leadership and Support Staff 

Spring 2017 • Build IT Platform 

Summer 2017 • Completion of IT Platform 

 

Fall 2017 • Formal Business Launch Event 

Fall 2017-

Forward 

• New Entity Operates as Sustainable, Autonomous Not-For-Profit 
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Data Sharing Working Group Members 

Governance Work Stream IT Work Stream Planning 

Group 

Co-chairs:  

MRCT Center 

Wellcome Trust 

Arnold Foundation 

Co-chairs:  

Ida Sim (UCSF) 

Barbara Bierer (Brigham and Women’s 

Hospital/MRCT Center) 

Team members: 

Mark Barnes (Ropes & Gray/MRCT Center) 

Barbara Bierer (BWH/MRCT Center) 

Stuart Buck (Arnold Foundation) 

Nina Hill (Pfizer) 

Rebecca Li (MRCT Center) 

Nick Lingler (Deloitte Consulting) 

Justin McCarthy (Pfizer) 

Heather Marino (MRCT Center) 

Sandra Morris (Johnson & Johnson) 

Jennifer O’Callaghan (Wellcome Trust) 

Nicola Perrin (Wellcome Trust) 

Jessica Scott (GlaxoSmithKlein) 

Caroline Stockwell (Pfizer) 

Catrin Tudur Smith (University of Liverpool) 

Team members: 

Anne Claiborne (IOM) 

Rebecca Li (MRCT Center) 

Michelle Mancher (IOM) 

Heather Marino (MRCT Center) 
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Questions and Discussion 


