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Title:  Data Management for Cancer Diagnosis Program Activities 
 
I. Introduction 

 
The National Cancer Institute (NCI) is an institute within the National Institutes of Health 
(NIH), one of eight agencies that compose the Public Health Service (PHS), Department 
of Health and Human Services (DHHS).  The mission of the NCI is to plan, conduct, and 
coordinate the National Cancer Program and involves (a) research on the causes, 
detection, diagnosis, prevention, treatment, and palliative care of cancers and on 
rehabilitation of the cancer patient and (b) demonstration of the effectiveness of cancer 
control methods and techniques. 
 

II. Background 
 
The role of the Cancer Diagnosis Program (CDP) is to facilitate transfer of concepts 
and technological developments from basic research into clinical applications for 
improved diagnosis and prognosis.  Activities have included support for:  specimen 
resources; marker studies in several organ systems; a molecular profiling study of 
lung cancer; and studies to evaluate the performance of clinical assays for 18qLOH 
in colon cancer and BCR-ABL in CML.  The establishment and maintenance of 
secure websites has also become a significant portion of this effort. 
 

III. Scope 
 
Independently, and not as an agent of the Government, the Contractor shall furnish 
all necessary services, qualified personnel, materials, equipment and facilities 
(except as otherwise specified herein) to perform the work set forth below. 
 
The Contracting Officer’s Technical Representative (COTR) as identified under 
Section G. of this contract shall monitor and oversee all technical and programmatic 
aspects of this Statement of Work.    
 

IV. Specific Tasks 
 

Task One:  COORDINATION OF ACTIVITIES IN SUPPORT OF THE 
COOPERATIVE GROUP BANKS 

 
The Cooperative Group Banks (CGB) resource is a national conglomerate of 
biorepositories operated by the NCI Clinical Cooperative Oncology Groups that 
collect, store and distribute a variety of specimens including blood, urine, buccal 
swabs, bone marrow, frozen tissues and formalin-fixed paraffin-embedded 
(FFPE) tissues.  The specimens and associated clinical data are collected in the 
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context of phase II and III NCI-supported clinical trials conducted by the 
Cooperative Groups.   

 
The Contractor shall support coordination of activities of the Group Banking 
Committee (GBC=Steering Committee of the CGB resource) and 5 GBC 
Subcommittees.  

 
In support of this effort, the Contractor shall:  

 
a) Coordinate the activities of the GBC, gather materials and attend biannual face-to-face 

meetings, regularly scheduled conference calls, and write minutes. 
 

b) Provide assistance with keeping track of versions and drafts of documents in 
preparation. 

 
c) Maintain and update the secure internal portal (website) for the Group Banking 

Committee. 
 

d)  Assist the Marketing and Access Subcommittee of the GBC to develop a central 
website to provide marketing and access information about CGB specimens to the 
research community.  Once this website has been developed, the Contractor shall 
be expected to maintain and update it as needed to maintain accuracy of the 
information.  

  
 
Task Two:   LOGISTICAL SUPPORT FOR THE COOPERATIVE HUMAN TISSUE 
NETWORK 
 
The Cooperative Human Tissue Network (CHTN) was established by the Cancer 
Diagnosis Program in 1987 to improve access to human tissues for basic and applied 
research.  It is a national network of institutions that provides specimens on a prospective 
basis in a format defined by the investigator.   
 
In support of this effort, the Contractor shall:  
 

a) Maintain and update a secure internal portal (website) for the CHTN. 
 
b) Maintain the CHTN public website (http://chtn.nci.nih.gov/).  This shall include 

updating data on a regular basis with the help of NCI staff and as directed by the 
COTR. 

 
 

Task Three: SUPPORT FOR RECEIVING, RESPONDING TO, AND TRACKING 
INQUIRIES CONCERNING AVAILABILITY OF BIOSPECIMENS THROUGH THE 
TISSUE EXPEDITER  
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The Cancer Diagnosis Program has established the concept of the NCI Tissue Expediter to 
help investigators locate the tissue and related data that they need for their research.  The 
Contractor shall serve as the Tissue Expediter, fielding inquiries related to the biospecimens. 
 
In support of this effort, the Contractor shall:  
 

a) Serve as the Tissue Expediter to receive and respond to inquiries related to the 
resources.   

 
b) Maintain the system(s) to receive and respond to inquiries about the availability of 

specimen and data resources.  The system shall rely on information provided by 
participating biospecimen resources and NCI staff to identify the most appropriate 
resource(s).  Following appropriate consultation with the COTR and CDP staff, 
contractor shall refer requests to the contact person(s) at the participating resource(s), 
or other resources as appropriate. 

 
 
Task Four:  DATA MANAGEMENT AND LOGISTICAL SUPPORT FOR 
DISTRIBUTION OF TISSUE MICROARRAYS (TMAs) 
 
The Cancer Diagnosis Program is building a collection of disease-specific TMAs to 
support discovery and translational research.  Currently distribution of sections from each 
TMA has involved a separate data-management system.  The Contractor shall build and 
maintain a new web-based database to consolidate the information concerning CDP’s 
TMA inventory.  This database must be searchable and expandable to accommodate 
more TMAs as they are added.  The contractor shall assist in the development of new 
TMAs and add them to the same database.   
 
In support of this effort, the Contractor shall:  
 

a) In consultation with the COTR and CDP staff, design, build and maintain a web-
based database for tracking data concerning CDP TMAs.  Such information shall 
include details of the samples present on each TMA (including the map of the 
TMA), current inventories, number of requests received, status of review and 
distribution.       

 
b) Migrate data from the existing TMA websites to the new system, and receive and 

input data about new TMAs as they become available.  The data shall be provided 
by the COTR and CDP staff and TMA manufacturers. 

 
c) Establish a system to receive and respond to inquiries about the availability of TMAs.  

The system shall rely on the TMA website and additional information provided by the 
COTR and CDP staff and TMA manufacturers and distributors. 
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d) During the course of this contract, the Contracting Officer or his duly designated 
representative shall notify the Contractor to process applications for Tissue 
Microarrays (TMAs) submitted by researchers.   The processing of applications 
includes reviewing letters of intent and relevant documentation, querying applicants 
for additional information, distributing documentation the CDP program directors, 
posting the documents to the secure CDP administrative website and drafting and 
distributing research evaluation letters to the applicants.   
 
The Contractor shall bill recipients/applicants directly for costs associated with 
processing the TMA applications.  The charges for processing the TMA applications 
shall be based upon the current National Cancer Institute price list for the item(s) listed 
on the CDP public website.  Under no circumstances shall the Contractor bill prices 
other than those listed in the referenced price list.  Prices listed are subject to change.  
Revised price lists will be issued by the Government when appropriate without the 
concurrence of the Contractor.   

  
The Contractor shall keep an accurate account of all payments received from TMA 
recipients/applicants and will separate this record of income from other fiscal aspects 
of the contract.  The Contractor shall record as credits on monthly invoices to the 
Government all payments received from the processing of TMA requests.  The actual 
collections from sales shall be offset against the gross billing, leaving a net amount 
due on the invoice.   

  
The National Cancer Institute COTR may direct that processing of TMA applications 
be provided at Government expense. 

  
The Contractor shall account for the contract-related income separately in accordance 
with its own double-entry accounting system.  Each month the Contractor shall submit 
to the Government a monthly summary sheet of sales along with the monthly progress 
report.  

  
The administration of the contract-related income shall be subject to the terms of this 
contract, including specifically and without limitation, FAR Clause 52.215-2, AUDIT-
NEGOTIATION of the General Clauses, and the applicable cost principles of the 
Federal Acquisition Regulation. 

  
The Contractor shall use the following procedures for collection of delinquent 
accounts: 
 

Step 1 – Accounts 30 days past due.  A copy of the invoice shall be sent to the 
recipient with a notation that the account is overdue and request payment.   
 
Step 2 – Accounts 60 days past due.  The Contractor shall turn the account 
over to the NCI COTR.   

 
When the completion (final) invoice is submitted on this contract, a listing of all 
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outstanding recipient invoices shall be provided along with details as to their dispositions. 
 

e) Develop and maintain system(s) to track inquiries related to TMAs and requests 
for TMAs in consultation with the COTR.   The Contractor shall prepare reports 
related to specimen requests as required by the COTR. 

 
f) Consult with the COTR, study participants, NCI program staff and TMA 

manufacturers to effectively manage data.   
 
 
 
Task Five: DATA MANAGEMENT AND LOGISTICAL SUPPORT FOR THE 

SPECIMEN RETRIEVAL SYSTEM   
 
The Cancer Diagnosis Program is establishing a specimen resource designed to provide 
appropriate archived community-based specimens for use in the NCI’s Clinical Assay 
Development Program for biomarker assay evaluation studies.   The Contractor shall 
effectively serve as the central coordinating office for this resource.  The Contractor shall 
serve as the central data repository for the resource, coordinating and processing the NCI’s 
requests for specimens, collecting data provided by the participating institutions, and 
providing the necessary data management support.   
  
 In support of this effort, the Contractor shall:  

 
a) Design, develop and customize a searchable database to contain the needed 

information about the specimens (the Specimen database).  This database shall contain 
information concerning the collection inventory, including demographic, pathologic, 
and clinical outcome data on the cases.  This task shall be done in close consultation 
with the COTR.  The Government estimates ten sets of data, each one containing data 
on five hundred to one thousand different cases, will be assembled over the course of 
the contract.  It is projected that 3-5 sets will be assembled in the first two years of the 
contract. 

 
b) Assist the NCI and contributing institutions, as requested by the COTR, in the 

development of data structures to allow collection of data electronically. 
 

c) Receive completed electronic data, edit and screen for errors, correct errors per 
discussions with COTR and the NCI statistician and enter and store data into the 
database.  These data shall be updated  semi-annually or , as requested by the COTR. 

 
d) Develop appropriate data entry quality control programs in consultation with the 

COTR.  These activities shall include routine edit checks to ensure the quality of the 
data, removal of duplicate data, internal checks to compare data among related 
databases to ensure that they are consistent, periodic reports to the NCI statisticians of 
subsets of data by site and reports and summaries of database problems. 
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e) Establish a system to receive and respond to NCI’s inquiries about the availability of 
specimens.  Work with the COTR and CDP statisticians to identify appropriate 
specimens to fill requests, and run routine statistical reports.  The system shall rely on 
the database established by the Contractor.   

 
f) Generate reports based on the information contained in the database as requested by 

the COTR.  Prepare statistical reports required by Cancer Diagnosis Program 
statistician(s) as directed by the COTR using available statistical software and any 
routine modifications necessary to prepare the requested reports.  The preparation of 
reports shall occasionally require high level programming support, including but not 
limited to coding computer simulations, writing routines to perform statistical tests 
which are not currently available as standard routines in statistical packages, and 
creating complex graphical displays of raw data or statistical analysis results. When 
requested to by the COTR, the Contractor shall be required to prepare these reports 
with very short deadlines, meaning deadlines that would require redirection of 
contractor resources (time and staff) to meet.  All statistical support services provided 
by the Contractor shall be conducted under the guidance of Cancer Diagnosis Program 
statisticians. 

  
 

Task Six:  DATA MANAGEMENT SUPPORT FOR RESOURCE AND RESEARCH 
PROJECTS INITIATED BY THE CANCER DIAGNOSIS PROGRAM 
 
The Cancer Diagnosis Program supports resource and research projects and networks under 
cooperative agreements and contracts to facilitate the evaluation of diagnostic and prognostic 
approaches.  These projects may involve large numbers of specimens and data sets obtained 
from multiple institutions.  Centralized support is required for the coordination of these 
projects.  The Contractor shall effectively serve as the central coordinating office for these 
resource and research projects and networks.  The Contractor shall coordinate collection of 
data from multiple institutions, serve as central data repository for the data, and provide the 
necessary data management support.  Systems shall be designed and maintained for the 
management of study data, including data collection, quality-control checking, and routine 
data analysis.  These systems shall be expanded and updated on a regular basis as needed with 
an expectation of 3-5 datasets per year.  
 
In support of these efforts, the Contractor shall: 
 

a) Design, develop and maintain databases of laboratory data (the Laboratory databases) 
from NCI-generated studies of assay performance characteristics.  These databases 
shall be developed under the guidance of the COTR and other involved personnel 
because the specific data generated will differ depending on the study.  These 
databases could be in a simple format such as Excel or tab-delimited text files.  The 
government estimates 2-3 studies in the first contract year, to increase in subsequent 
contract years depending on demand.  Contractor shall consult with the COTR, study 
investigators, NCI program staff and statisticians to effectively manage data.  This 
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includes frequent phone calls and e-mails and participation in conference calls and 
attendance at resource and research network meetings. 

b)  
Design, develop and maintain databases of projects (the Project Tracking databases) from 
NCI-generated studies of assay performance characteristics.  These databases shall be 
developed under the guidance of the COTR .  These databases shall be capable of tracking 
all projects from the point of first consideration, through project performance to exit from 
the program.  The government estimates 2-3 studies in the first contract year, to increase in 
subsequent contract years depending on demand and  available NCI resources.  Contractor 
shall consult with the COTR and NCI program staff to effectively manage data.   
 
c) Provide data management support for research projects initiated by the Cancer 

Diagnosis Program, involving receipt of data and entry into a database.  For example, 
these data may include molecular analysis data from different technical platforms and 
clinical annotation of the specimens analyzed.  This shall also include programming to 
customize appropriate databases.  It is anticipated that there will be 1-2 projects per 
year. 

 
d) Assist the NCI and extramural investigators, as requested by the COTR, in the 

development of experimental and clinical data forms to allow collection of 
archival/existing data in a computer-ready format.  As requested by the COTR, the 
Contractor shall duplicate and ship forms to the investigators with written instructions 
for completion of the forms,  receive completed data forms or electronic data, edit and 
screen for errors, correct errors per discussions with COTR and NCI statistician(s) and 
enter data into the database.  This includes development of appropriate data-entry 
quality-control programs in consultation with the COTR.  These activities must 
include routine edit-checks to ensure the quality of the data, removal of duplicate data, 
internal checks to compare data among related databases to ensure that they are 
consistent, periodic reports to the NCI statisticians of subsets of data and reports and 
summaries of database problems.   

 
d)  Prepare statistical reports required by Cancer Diagnosis Program statistician(s) as 
requested by the COTR using available statistical software and any modifications 
necessary to prepare the requested reports. The preparation of reports shall occasionally 
require high level programming support, including but not limited to coding computer 
simulations, writing routines to perform statistical tests which are not currently available 
as standard routines in statistical packages, and creating complex graphical displays of raw 
data or statistical analysis results.  When requested to by the COTR, the contractor shall be 
required to prepare these reports with very short deadlines, meaning deadlines that would 
require redirection of contractor resources (time and staff) to meet  All statistical support 
services provided by the contractor shall be conducted under the guidance of Cancer 
Diagnosis Program statisticians. 

 
e)  Provide coded data sets in computer-readable storage medium in the format as directed 
by the COTR. 
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f)  Establish and maintain secure document- and data-sharing websites for use by various 
working groups as requested by the COTR.  The Government estimates that 10-20 such 
sites are needed over the course of the contract. 

 
Task Seven:  Transition: Phase-In/Phase-out 

The transition plan is to define the required activities and to lay out a schedule as to 
how the current organization will transition to a new contractor.   

 
a) Phase-In.  The incumbent Contractor shall assist the successful 

contractor in the transition of this contract.  The transition period shall 
consist of the final 30 calendar days of the current contract.  On the 
31st calendar day, the successful contractor shall assume all 
responsibilities.  The following shall apply only to a transition wherein 
the incumbent contractor is not the successful contractor.  

 
b) 5.1.1 The incumbent Contractor shall provide the successor with 

detailed briefings regarding the structure of the database tables and 
software required for continuing maintenance and operation of systems 
developed under this contract. 

 
c) The incumbent Contractor shall transfer all project materials, to 

include but not limited to, any customized computer programs (e.g., 
statistical simulations), project materials, documentation, operating 
manuals, etc. to the successor Contractor upon direction from the 
Contracting Officer and in a manner prescribed by the Contracting 
Officer’s Technical Representative (COTR). Transfer shall be 
completed by the expiration date of the contract and shall include 
provision by the incumbent Contractor of accurate and complete data 
files and pertinent documentation. 

 
d) The incumbent Contractor shall transfer the files and documentation 

for all databases developed on this contract to the successor 
Contractor.  Transfer shall be completed by the expiration date of the 
contract. 

 
e) For a contractor other than the incumbent a detailed plan and timetable 

for implementing the transition shall be provided  by the Contractor 
and shall be accomplished prior to the effective date of the contract.    

  
Phase-Out.  At the conclusion of this effort, the Contractor shall assist 
in the transition of this contract to a successor contractor.  The 
transition period shall consist of the final 30 calendar days of the 
contract.  On the 31st calendar day, the successor shall assume all 
responsibilities.  The following shall apply only to a transition wherein 
the contractor is not the recipient of the successor award. 
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f) The Contractor shall provide the successor with detailed briefings 
regarding the structure of the database tables and software required for 
continuing maintenance and operation of systems developed under this 
contract. 

 
g) The Contractor shall transfer all project materials, to include but not 

limited to, files, customized computer programs, project materials, 
documentation, operating manuals, etc. to the successor Contractor 
upon direction from the Contracting Officer and in a manner 
prescribed by the Contracting Officer’s Technical Representative 
(COTR). Transfer shall be completed by the expiration date of the 
contract and shall include provision by the incumbent Contractor of 
accurate and complete data files and pertinent documentation. 

 
h) The Contractor shall transfer the files and documentation for all 

databases developed on this contract to the successor Contractor.  
Transfer shall be completed by the expiration date of the contract   

 
i) The Contractor shall provide a detailed plan and timetable for 

implementing the transition from the incumbent contractor to the 
successful contractor.  This shall be accomplished prior to the effective 
date of the contract.     

 
V. Personnel Qualifications and Experience 
 
 1.  Principal Investigator/Project Director 
 

The PI shall possess overall management capabilities which would permit the 
effective implementation and coordination of all aspects of this project.  The PI 
shall have at least three (3) years of direct experience within the past five (5) 
years in the management of a similar type project.  The PI shall understand 
medical terminology, systems design, programming and statistics and shall be 
able to communicate with the biomedical research community and statisticians.  
The PI shall have some statistical training, preferably at the Masters level. The 
PI/PD must have a Bachelor’s degree in a field related to the duties required.  A 
M.S. is preferred for the PI/PD, but is required only if the PI/PD is also the 
statistician.   
 
The PI shall have demonstrated ability in managing complex projects including 
setting priorities for completing tasks, assigning appropriate staff to the tasks, and 
providing the necessary follow-up for the successful completion of project 
activities within agreed-upon timelines.  
 
2.  Professional and Support Staff 
 
 a. Professional Personnel: 
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At least one (1) member of the project team shall have qualifications 
which equip him/her to serve as a Co-Principal Investigator.  This 
individual shall have a technical background similar enough to that 
required for the principal investigator that the Co-PI is able to assume 
hands-on responsibility for supervising project activities during the 
absence of the Principal Investigator. 

 
Professional staff shall have training and experience in system design,  
computer programming in high level languages (R, Matlab, C, Fortran),  
and the production of statistical tabulations and graphs and technical and  
user documentation.  Professional staff shall have experience in using  
graphics packages such as SAS-GRAPH, and statistical packages such as  
Splus, SAS, and BDMP.  Professional staff shall have experience in the  
design and maintenance of web-based computerized data storage and retrieval  
systems and in working with databases that require data security (password- 
protected).  At least one (1) member of the professional staff must have  
statistical training at the Master’s level.  At least one (1) other member must  
have a B.S. in a biological science.   
 

 
 b. Support Staff: 
 

Support staff shall have experience in data management activities, 
including data processing, text editing and quality control, interactive 
systems and in the use of medical terminology as well as training in the 
biological sciences.  


