Request for Information (RFI): Central Coordinating Center and Integrated Study and Data Management System for a new prospective U.S. cohort
Notice Number: 
HHS-NIH-NCI-RFI-ETSB-0001-58
Key Dates: 

Response Due Date: no later than 3PM Eastern Time on March 4, 2016.
Issued By:

National Cancer Institute (NCI), Office of Acquisitions (OA)
General Information:

This Request for Information (RFI) is intended to provide source material for a summary of the state-of-the science technology and methodology available for the efficient and cost-effective management of a prospective cohort set within U.S. Health Care Systems that incorporates an informatics system. This RFI should not be construed as a solicitation or as an obligation on the part of the Federal Government, the National Institutes of Health (NIH), and the National Cancer Institute (NCI).  
The Government does not intend to award a contract on the basis of this solicitation or to otherwise pay for the information solicited except as an allowable cost under other contracts as provided in subsection 31.205-18, Bid and proposal costs, of the Federal Acquisition Regulation.

Although "proposal" and "offeror" are used in this Request for Information, your response will be treated as information only. It shall not be used as a proposal.

This solicitation is issued for the purpose of providing source material to assist in formulating a procurement strategy for a prospective cohort set within the U.S. Health Care Systems. 

Purpose:
The responses to this RFI may guide the NCI in awarding future contracts at an undetermined time. There is no solicitation available at this time; no basis for claims against NCI shall arise as a result of this RFI, responses thereto or the NCI’s use of such information as either part of our evaluation process or in developing specifications for any subsequent requirement.

This notice is for market research only to make decisions regarding development of strategies for establishing a Central Coordinating Center that utilizes an informatics infrastructure for cohort coordination and management. The NCI is specifically interested in determining the types of organizations available in the marketplace that provide these services and technologies.  
NAICS Code and Size Standard:
In the event a Request for Proposal (RFP) is issued, North American Industry Classification System (NAICS) code 541990- All Other Professional, Scientific and Technical Services with a size standard of $15M is being considered.
Background: 
The Division of Cancer Epidemiology and Genetics (DCEG) plans to build a new prospective multi-center adult cohort study of at least 200,000 adult participants enrolled through U.S. Health Care System institutions. Participants will provide an e-consent followed by an online “smart” questionnaire, collection of biological specimens including blood, urine, and others and possibly a physical exam. The new cohort will additionally have all of the desirable attributes of a contemporary study including serial samples, tumor tissue, comprehensive data from Electronic Medical Records on elements such as drug prescription, medical conditions and procedures, and repeated surveys combined with reliable passive and long-term follow-up strategies for outcome ascertainment.  The cohort infrastructure will be designed to allow enhancements to be added in subsets of the participants at any phase to allow more detailed assessment of certain exposures, collection of additional specimens, and to facilitate patient-centered and health delivery research to improve patient care through evidence-based decisions. A Central Coordinating Center (CCC) will provide a study infrastructure and extend support for the NCI and the individual health care system institutions that participate in recruitment, enrollment, and follow-up of women and men longitudinally. 
The Central Coordinating Center (CCC) will work closely with the NCI, recruitment sites, processing labs, central repository, and other entities to provide the infrastructure and support needed for the overall study management and coordination for all study activities. Streamlining procedures will be essential to facilitate monitoring of study activities.
Anticipated activities supported by the CCC include:
1. Plan field efforts: Develop and update procedures and manuals that would be implemented across recruitment sites to recruit and follow-up participants; 
2. Coordinate and oversee study activities by recruitment sites, processing labs, central repository, and other entities to accomplish research objectives; and

3. Monitor, manage information, report and document: Manage study data, track, respond, and document the study’s progress. Automation of these activities to the extent possible is essential.
The CCC shall utilize state-of-the-art data analytics platforms to empower participating organizations to monitor all study activities, understand the data as it is being collected, and provide actionable information.  The data collection and analytics platform should have the following features:

· Integrated, comprehensive system. Capture all study protocol activities such as study participant enrollment, specimen collection, questionnaires, and follow-up activities and data queries and downloads. 
· Visualize and analyze data as it is being collected. Provide access to all the study data (local or on the cloud) in one place, simplify data exploration with interactive reports, view live dashboards with real-time updates on study activities, monitor study activities as they happen with interactive reports, create data queries, facilitate communication across multiple entities
· Accessible by multiple participating entities using desktop and mobile devices. The roles-based, secure access will need to be designed to ensure multiple different configurations of constrained access, such as general public, the central coordinating center, study participants, recruitment sites, recruitment sites’ processing labs, NCI, central biorepository, researchers, and analysis labs. For example, the system will allow for study staff to access real-time updates of all study activities to monitor the progress of study enrollment and samples processed as well as allow researchers to have rapid and easy access to curated data that minimize data barriers. This would also allow for mode of data sharing, access and use.
· Flexible. The system will meet the needs of the project over time, including flexibility to incorporate changes in protocol, customize information requested from participants based on information already collected in the system, addition of new components, collection/processing of complex data, and new solutions such as cloud storage and analysis or a federated data warehouse. The system will also allow for large computation capacity for data acquisition, storage, and analysis. 

· Integration of multiple data sources. The system will need to be multi-dimensional in order to integrate a wide variety of data, such as multiple existing data collection and data management sources. Particularly, the system will need to be able to abstract and integrate data from different medical record systems used by healthcare providers.

· Data storage and access: consider using service Cloud system and develop or use existing software for faster, smarter and secure access to data.
· Secure. The protection of participant information is essential. The system must meet or exceed the Federal Information System Management Act (FISMA) security requirements.
Information Requested: 
I. General Information  – contact information, including name, institution / organization, telephone and fax numbers and e-mail address; website URL
II. Equipment, software, and system capabilities 
The NCI seeks to understand the methodological and technologic capabilities available to establish and maintain the necessary infrastructure to support all study operations and data management and analytics of the cohort.  It is not necessary for one vendor to meet all of the capabilities described; partnership between providers of state-of-the-art data analytics platforms in other fields (e.g. business analytics) and vendors with experience in epidemiological fieldwork will be considered.
The NCI seeks information regarding the following:
1. Would your organization be able to provide the following capabilities?
	ITEM
	INDICATOR
	YES
	NO

	1
	Have you served as a coordinating center for at least three (3) projects where you have worked with multiple teams from various disciplines?
	 
	 

	2
	Have you managed at least two (2) epidemiological or clinical studies (or similar project management in a different field) in the past five (5) years? 
	 
	 

	3
	In the past five (5) years, have you managed a single dynamic, complex database of at least one (1) terabyte? 
	 
	 

	4
	Have you successfully coordinated and managed the integration of data from various sources that has subsequently allowed seamless data access? 
	 
	 

	5
	In the past three (3) years, have you been involved in data acquisition and/or management of electronic health record data.
	 
	 

	6
	In the past three (3) years, have you worked on at least one project to perform harmonization of ‘big data’ collected from various sources in varying formats?
	
	


2. If you responded “no” to any of the indicators in the capabilities table above, please state whether you have an existing relationship with another entity that would be able to provide the needed expertise and if not, how you would plan to acquire such capabilities or how you would seek partners that can provide these capabilities.  
3. In order, please identify the top five (5) risks related to the proposed cohort. As noted, we are interested in learning about the methodological and technologic capabilities available to establish and maintain the necessary infrastructure to support all study operations and data management and analytics of the cohort.  
How to Submit a Response:
Interested organizations should submit a response to this Request for Information, not to exceed 10 single sided pages including all attachments, charts, etc. (single space, 12 point font minimum) that clearly responds to the above questions. Brevity and structured format (such as bulleted items) are encouraged whenever applicable to aid in processing.  All proprietary information should be marked as such. Responses will be held in a confidential manner.  NCI will provide confirmation of response submission, but respondent will not receive individualized feedback.  
Due Date:  
Responses are due no later than 3PM Eastern Time on March 4, 2016.
Number of Copies and Delivery Point:

Please submit one (1) original and three (3) copies of your response as follows:
	If hand-delivered or delivery service:
	If using U.S. Postal Service

	Rosa Lopez, Contract Specialist
	Rosa Lopez, Contract Specialist

	National Institutes of Health
	National Institutes of Health

	National Cancer Institute, OA
	National Cancer Institute, OA

	9609 Medical Center Drive 
	9609 Medical Center Drive 

	Room 1E576, MSC 9705
	Room 1E576, MSC 9705

	Rockville, MD 20850
	Bethesda, MD 20892


All information furnished must be in writing.  All questions must be in writing and emailed to Rosa Lopez, Contract Specialist, at rosa.lopez@nih.gov.  A determination by the Government not to compete this requirement based upon responses to this notice is solely within the discretion of the Government.  Please reference number HHS-NIH-NCI-RFI-ETSB-0001-58 on all correspondence. 

Point of Contact:

Inquiries concerning this Notice may be directed to:
Rosa Lopez 

9609 Medical Center Drive

Bethesda, MD 20892 

rosa.lopez@nih.gov 
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