PART | - THE SCHEDULE
Request for Proposal
SECTION A - SOLICITATION FORM No. AHRQ-10-10004

Date Issued: February 22, 2010
Date Due: April 7, 2010
Time Due: 12 noon local time.

You are invited to submit a proposal to the Agency for Healthcare Research and Quality
(AHRQ) for Request for Proposal (RFP) No. AHRQ-10-10004, entitled “Citizen’s Forum”. Your
proposal must be developed and submitted in accordance with the requirements and
instructions of this RFP.

A Firm Fixed Price contract of three (3) years and two (2) option years is contemplated to be
awarded from this RFP and this is also a full and open competition contract, open to all sources.

Please submit the following:

A. Technical Proposal (See Section L. 8) Original and 10 Copies

B. Business Proposal (Section L.10) Original and 3 Copies

C. Small Disadvantaged Business Subcontracting Proposal Original and 3 Copies
D. Past Performance Information (SEE Section L.9) Original and 3 copies

Your proposal must provide the full name of your company, the address, including county, Tax
Identification Number (TIN), Dun and Bradstreet Number (DUNS No.) and if different, the
address to which payment should be mailed.

YOUR ATTENTION IS ALSO DIRECTED TO THE TECHNICAL PROPOSAL INSTRUCTIONS
IN SECTION L.8 OF THE SOLICITATION.

PLEASE ALSO NOTE: The prospective contract award from this RFP is to be funded using
American Recovery and Reinvestment (ARRA) Funds. That will require adherence to
ARRA reporting requirements.

Your technical proposal must be concisely written and should be limited to 100 typewritten
pages (double-spaced, single sided), exclusive of personnel qualifications (ie: resume, etc.,
SEE Section |.10 for further details). Your appendices are limited to 50 pages (single sided)
including resumes, bibliographies, exhibits and attachments. This limitation is for administrative
purposes only and exceeding this limitation is not, in and of itself, to be considered a basis for
rejection of your proposal.

Questions regarding this solicitation shall be received in this office no later than March 15, 2010.
Your guestions should be submitted to the attention of Robert Zuhlke, Contracting Officer,
Agency for Healthcare Research and Quality, 540 Gaither Road, Rockville, MD 20850 and the
envelope should be marked “Proposal Questions RFP No. AHRQ-10-10004 if being sent via US
Mail. Questions may also be emailed to Robert.Zuhlke @ahrg.hhs.gov .



mailto:Robert.Zuhlke@ahrq.hhs.gov

The proposal shall be signed by an authorized official to bind your organization and must be
received in our Contracts Office no later than 12:00 Noon, local prevailing time, on April 7, 2010.
Your proposal must be mailed to the following address:

Agency for Healthcare Research and Quality
OPART/ Contracts Management

540 Gaither Road

Rockville, MD 20850

Hand carried proposals may be dropped off at the above location. The Contracts Management
offices are located on the 4" Floor. However, please allow ample time as proposals cannot be
accepted until they have been processed through security. We will not be held responsible for
any delays that may be incurred getting your proposal through security.

NOTE: The U.S. Postal Service's "Express Mail" does not deliver to our Rockville, Maryland
address. Packages delivered via this service will be held at a local post office for pick-up. The
Government will not be responsible for picking up any mail at a local post office. If a proposal
is not received at the place, date, and time specified herein, it will be considered a "late
proposal.”

The RFP does not commit the Government to pay any costs for the preparation and submission
of a proposal. It is also brought to your attention that the Contracting Officer is the only
individual who can legally commit the Government to the expenditure of public funds in
connection with the proposed acquisition.

In accordance with Federal Acquisition Circular (FAC) 2001-16, all contractors must be
registered in the central contractor registration (CCR) data base in order to conduct business
with the government [See Section | — FAR clauses 52.204-7 Central Contractor Registration
(OCT. 2003), Alternate | (OCT. 2003)]. As stated in paragraph (h) of this clause, additional
information can be obtained at http://www.ccr.qov or by calling 1-888-227-2423, or 269-961-
5757.

Request for any information concerning this RFP should be referred to Mr. Robert Zuhlke 301-
427-1714. Robert.Zuhlke@ahrg.hhs.gov

Sincerely,

Robert A. Zuhlke
Contracting Officer
Agency for Healthcare Research and Quality


http://www.ccr.gov/
mailto:Robert.Zuhlke@ahrq.hhs.gov
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SECTION B — SUPPLIES OR SERVICES AND PRICES/COSTS

B.1 BRIEF DESCRIPTION OF SUPPLIES OR SERVICES
“Citizen’s Forum”. SEE Section C for complete description

B.2 FIRM FIXED PRICE

a. The firm fixed price for this three (3) year contract is $ (TO BE NEGOTIATED).

B.3 OPTION PERIODS

In the event that the option period(s) is exercised, contract value will be increased by the
following amounts:

Option 1 (7/15/13 — 7/14/14) $ (TO BE NEGOTIATED)
Option 2 (7/15/14 — 7/15/15) $ (TO BE NEGOTIATED)

B.4 PROVISIONS APPLICABLE TO DIRECT COSTS

a. Iltems Unallowable Unless Otherwise Provided Notwithstanding the clauses,
ALLOWABLE COST AND PAYMENT, and FIXED FEE, incorporated into this
contract, unless authorized in writing by the Contracting Officer, the costs of the
following items or activities shall be unallowable as direct costs:

1) Acquisition, by purchase or lease, of any interest in real
property;

(2 Rearrangement or alteration of facilities;

3) Purchase or lease of any item of general purpose-office
furniture or office equipment regardless of dollar value.
(General purpose equipment is defined as any items of
personal property which are usable for purposes other
than research, such as office equipment and furnishings,
pocket calculators, etc.);

(4) Accountable Government property (defined as both real
and personal property with an acquisition cost of $1,000 or
more, with a life expectancy of more than two years) and
"sensitive items" (defined and listed in the Contractor's
Guide for Control of Government Property, 1990,
regardless of acquisition value;

(5) Travel to attend general scientific meetings;



(6)
(7)
(8)

(9)

(10)
(11)

(12)

Foreign Travel,
Any costs incurred prior to the contract's effective date;

Rental of meeting rooms not otherwise expressly paid for
by the contract;

Any formal subcontract arrangements not otherwise
expressly provided for in the contract;

Consultant fees in excess of $800/day;
Information Technology hardware or software; and

Food or Beverages.

b. This contract is subject to the provisions of Public Law (P.L.) 99-234 which
amends the Office of Federal Procurement Policy Act to provide that
contractor costs for travel, including lodging, other subsistence, and incidental
expenses, shall be allowable only to the extent that they do not exceed the
amount allowed for Federal employees. The Contractor, therefore, shall
invoice and be reimbursed for all travel costs in accordance with Federal
Acquisition Regulations (FAR) 31.205-46.



SECTION C/ STATEMENT OF WORK

DESCRIPTION/SPECIFICATION/WORK STATEMENT
l. OVERVIEW

The Agency for Healthcare Research and Quality (AHRQ) is soliciting proposals
for a Citizens’ Forum. The Citizens’ Forum is an initiative funded by the American
Recovery and Reinvestment Act (ARRA) to expand and systematize broad citizen and
stakeholder engagement in AHRQ’s comparative effectiveness research initiative.
Specifically, the goal of this effort is to develop and demonstrate mechanisms to engage
representatives of the public — both citizens and stakeholders — in processes that utilize
comparative effectiveness evidence for making decisions concerning healthcare policy
and practice, and in decisions related to the conduct of comparative effectiveness
research itself. For purposes of this RFP, we define citizens as members of the general
public without intended medical or clinical background. AHRQ’s stakeholders are
persons or groups who have a vested interest in the clinical decision and the evidence
that supports that decision.

The Citizens’ Forum Contractor will work in cooperation with AHRQ and its
contractors who are implementing Section 1013 of the Medicare Prescription Drug,
Improvement, and Modernization Act of 2003 (MMA), which instructs AHRQ to conduct
and support Comparative Effectiveness Research (CER), comparing the outcomes,
clinical effectiveness, and appropriateness of pharmaceuticals, devices, and health care
services. The activities of the Citizens’ Forum will support the MMA mandate to ensure
that there is broad and ongoing consultation with relevant stakeholders. This section of
the mandate supports the basic premise that stakeholder involvement leads to more
applicable and relevant research and results to support healthcare decision making.
The Citizens’ Forum will develop and test methods to gather informed citizen and
clinician opinion on value-based health care questions. The Citizens’ Forum will also
work closely with AHRQ and EHC Program components, including its research
networks, to expand stakeholder involvement in EHC research processes and activities.

The background information which follows describes and provides context within
which the Citizens’ Forum will function. It provides greater detail on AHRQ and its CER
initiative, the Effective Health Care Program, followed by a discussion of stakeholder
and citizen participation.



Il. BACKGROUND
A. The Agency for Healthcare Research and Quality

The mission of the AHRQ is to improve the quality, safety, efficiency, and
effectiveness of health care for all Americans. To achieve these goals, the Agency
conducts and supports a broad base of scientific research and promotion of
improvements in clinical and health system practices, including the prevention of
diseases and other health conditions. AHRQ sponsors and conducts research that
develops and presents evidence-based information on healthcare outcomes, quality,
patient safety, cost, use and access. Included in AHRQ’s mandate is support of
generation, synthesis and dissemination of scientific evidence, including effectiveness
research and analytic methods. AHRQ also sponsors and conducts research on
existing as well as innovative technologies, and conducts research on methods for
measuring quality and strategies for improving quality.

AHRQ recognizes that a number of populations experience persistent disparities
in access to care, quality of care, and health outcomes. To address these disparities,
AHRQ encourages research projects to include special populations such as low-income
groups, racial and ethnic minority groups, women, children, the elderly, and individuals
with disabilities and chronic health conditions. AHRQ-supported research helps health
care decision makers—patients and clinicians, health system leaders, and
policymakers—make more informed decisions and improve health care quality,
accessibility, and outcomes of care.

B. The American Recovery and Reinvestment Act and Comparative
Effectiveness

The American Recovery and Reinvestment Act (ARRA) appropriated $1.1 billion
for comparative effectiveness research (CER), of which $300 million was appropriated
to AHRQ. CER has been an integral component of AHRQ'’s health services research
program for the past decade. The goal of CER is to improve health outcomes by
providing evidence to inform and enhance medical decisions made by patients and their
medical providers.

The Department of Health and Human Services uses the definition of CER set
forth by the Federal Coordinating Council for Comparative Effectiveness Research:



Box 1
Comparative effectiveness research is the conduct and synthesis of research
comparing the benefits and harms of different interventions and strategies to
prevent, diagnose, treat, and monitor health conditions in “real world” settings. The
purpose of this research is to improve health outcomes by developing and
disseminating evidence-based information to patients, clinicians, and other decision-
makers, responding to their expressed needs, about which interventions are most
effective for which patients under specific circumstances.
Federal Coordinating Council for Comparative Effectiveness Research. (June 30,
2009).
Report to the President and the Congress on Comparative Effectiveness Research.
U.S. Department of Health and Human Services.
http://www.hhs.gov/recovery/programs/cer/cerannualrpt.pdf,
accessed July 1, 2009.

The purpose of CER is to provide information that helps clinicians and patients
choose the preventive, diagnostic, treatment or other healthcare options which best fit
an individual patient's needs and preferences. Clinicians and patients need to know not
only that a treatment works on average but also which interventions work best for
specific types of patients. Policy makers and public health professionals need
comparative effectiveness information to inform system-level decisions. CER is
essential for translating new discoveries into better health outcomes for Americans,
accelerating the application of beneficial innovations, and delivering the right treatment
to the right patient at the right time.

AHRQ is using ARRA funds to expand and broaden existing CER activities,
located within its Effective Healthcare Program (EHC), and to support new CER
initiatives. ARRA-funded programs will include activities in the broad areas of
identifying emerging issues and existing gaps in CER; synthesizing comparative
effectiveness evidence; generating new CER; improving the infrastructure for gathering
data to support comparative effectiveness studies; training and career development;
and enhancing public participation, as described in this RFP. The overall effort is
designed to increase the national output of comparative effectiveness research; in
addition, it will build research infrastructure and capacity, allowing future studies to
address questions where data are currently not sufficient to provide guidance about
competing alternatives and improving the efficiency with which the research
infrastructure is able to respond to pressing health care questions. All research
activities will be performed using rigorous scientific methods within an established
process that emphasizes stakeholder involvement and transparency, that was designed
to prioritize among pressing health issues, and whose products are designed for
maximum usefulness for health care decision makers.
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C. AHRQ’s CER Initiative — The Effective Health Care Program

The Effective Health Care (EHC) Program is AHRQ'’s Comparative Effectiveness
Research (CER) initiative, launched in 2005 under the authorization of Section 1013 of
the Medicare Prescription Drug, Improvement, and Modernization Act (MMA) of 2003.
The EHC Program focuses on research comparing the relative benefits and risks of
different therapeutic approaches for a clinical condition in different populations, on clear
and accessible translation of research results, and on advancing CER methods. The
EHC Program does not make treatment recommendations, but instead provides
relevant, accessible, and current comparative effectiveness information to support
health care decisions in both the clinical and policy domains.

C.1. EHC Program Framework and Components

The EHC Program was built on three main components of CER: evidence
synthesis, generation of new evidence, and translation and dissemination of research
findings. ARRA funding will expand the scope and capacity of the EHC Program in
each of these areas and will formalize additional program components.

The comparative effectiveness research process (Figure 1) starts with horizon
scanning, the identification of current or emerging medical interventions available to
diagnose, treat, or otherwise manage a particular condition. Horizon scanning activities
are vital for understanding the relevant healthcare context and landscape as a basis for
identifying and beginning to prioritize among research needs. AHRQ is using ARRA
funding to establish an infrastructure to identify new and emerging issues for
comparative effectiveness review investments.

Figure 1.
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Once issues are identified, evidence synthesis focuses on the systematic
review, critical appraisal, and synthesis of current medical research, to provide rigorous
evaluation of what is known about the comparative effectiveness of alternative
approaches to the given clinical problem. Evidence synthesis involves the distillation of
a body of evidence generally comprised of multiple studies and often including a
combination of trials and non-experimental studies.

AHRQ'’s Evidence-based Practice Centers (EPCs) house the EHC Program’s
activities in evidence synthesis. AHRQ created the EPCs in 1997 to conduct systematic
literature reviews and to promote evidence-based practice and decision making; they
became an essential component of the EHC Program at its inception in 2005. The
EPCs are located at 14 public- and private-sector research institutions throughout the
United States and Canada. The EPCs’ major products are evidence reports including
systematic reviews, technology assessments, technical briefs, and research reviews
covering non-clinical methods topics. For the EHC Program the EPCs conduct
Comparative Effectiveness Reviews, a subset of their systematic reviews focusing on
explicit comparisons among available treatments or other interventions for a given
condition. With ARRA funding, AHRQ will significantly expand CER topic development,
refinement, and evidence synthesis through the EPCs.

The process of identifying evidence needs and gaps locates areas where new
research conducted within a comparative effectiveness framework would contribute to
bridging the gap between existing medical research and clinical practice. AHRQ will
use ARRA funds to advance systematic and rigorous methods to identify evidence
needs, emphasizing consideration of the timing, value, and feasibility of research as
well as systems for coordinating research efforts with other funders and researchers.

Another important component of CER is the generation of new evidence or
scientific knowledge to fill evidence gaps. The EHC Program targets its efforts in
evidence generation to areas where randomized controlled trials would not be feasible
or timely, or would raise ethical concerns that are difficult to address. To supply this
information, the EHC Program conducts practical studies using electronic health data to
examine outcomes, comparative clinical effectiveness, safety, and appropriateness of
health care items and services. These studies are undertaken through the DEcIDE
(Developing Evidence to Inform Decisions about Effectiveness) Network. Created in
2005 as part of the EHC Program, the DEcIDE Network is comprised of 13 academic,
clinical, and practice-based organizations with access (or partners providing access) to
electronic health information databases and the capacity to conduct timely research.
The DEcIDE Network also develops new analytic tools to inform patients, providers, and
policy-makers involved in decisions about the effectiveness, comparative effectiveness,
appropriateness, safety, efficiency, and outcomes of healthcare items and services.
(See: http://effectivehealthcare.ahrg.gov.)
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The EHC Program has also collaborated with the Centers for Education and
Research on Therapeutics (CERTS) to generate new scientific evidence and provide
education that advances the optimal use of therapeutics (i.e., drugs, medical devices,
and biological products). Established in 1999, the CERTSs is a cooperative agreement
program administered by AHRQ in consultation with the U.S. Food and Drug
Administration, and is comprised of 14 research centers. CERTSs projects focus on
therapeutic areas where there is a demonstrated need for improved clinical practice or
implementation. CERTSs projects for the Effective Health Care Program may be found
at http://certs.hhs.gov/about/certsovr.htm.

ARRA funds will support the generation of new evidence in several ways.
Funding will support additional comparative effectiveness research through the DeCIDE
network. In addition, AHRQ has begun to invest significantly in investigator-initiated
research through grant mechanisms. Grants funded under the AHRQ Clinical and
Health Outcomes Initiative in Comparative Effectiveness (CHOICE) will be large
comparative effectiveness projects in priority areas of clinical care having a high
likelihood of creating major advancements in those areas. Grants funded as AHRQ
Prospective Outcome Systems using Patient-specific Electronic data to Compare Tests
and therapies (PROSPECT) studies will focus on developing infrastructure and
improving the methodology for collecting prospective data from electronic clinical
databases to generate new evidence on the comparative effectiveness of healthcare
interventions. The Electronic Data Methods Forum will convene PROSPECT Studies
investigators, relevant stakeholders, and other experts in health information technology
and outcomes research to identify challenges to conducting comparative effectiveness
research using electronic data and to propose realistic solutions to advance this field of
research.

The final stage of the research development process is to translate complex
research findings into understandable summary guides and disseminate them to
decision-makers who can use them. The EHC Program oversees the John M.
Eisenberg Clinical Decisions and Communications Science Center, located at Baylor
College of Medicine in Houston, Texas, in taking a systematic approach to translating
scientific evidence produced by EHC Program. Products include a range of short, plain-
language materials and products, including summary guides and decision aids,
designed for three audiences: consumers (patients, family members and others who are
not medical professionals), clinicians, and policy makers. The Eisenberg Center works
closely with AHRQ’s Office of Communication and Knowledge Transfer (OCKT) to
disseminate the guides, and it maintains the Effective Health Care Web site,
www.effectivehealthcare.ahrg.gov.

With ARRA funding, AHRQ will increase efforts in translation and dissemination
through expanded Eisenberg Center activities and new investigator-initiated research,
Grants under the IADAPT (Innovative Adaptation and Dissemination of AHRQ
Comparative Effectiveness Research Products) Funding Opportunity Announcement
will support development and implementation of innovative approaches for integrating

9
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comparative effectiveness research findings into clinical practice and health care
decision making. These grants will fund local organizations such as medical societies,
state institutions of higher learning, patients, and community advocacy organizations in
projects that promote education, dissemination and application of comparative
effectiveness research.

C.2. Public Involvement in the EHC Program: Stakeholder Participation

Public input regarding health care research has been a mainstay of AHRQ’s EHC
Program since its inception. Stakeholder involvement at all stages in the research
process helps ensure that the program responds to the issues that are most pressing
for health care decision makers and in ways that are accessible and useful.
Stakeholders — persons or groups who have a vested interest in the clinical decision
and the evidence that supports that decision - contribute to the research process by
nominating topics for comparative effectiveness research, developing specific research
guestions, refining research strategy and design, reviewing draft research reports, and
facilitating product dissemination. A formal stakeholder panel, the EHC Stakeholder
Group, has also provided guidance on broad elements of the program such as
transparency of research processes and approaches to development, dissemination,
and use of program research products.

Topic Identification and Nomination. The EHC Program has a formal process
by which any person may nominate a topic for comparative effectiveness research
using a web-based form
(http://www.effectivehealthcare.ahrg.gov/getinvolved.cfm?involvetype=sr#suggestRes).
The Program also seeks topic nhominations actively from specific organizations and
convenes meetings with an array of health care decision-makers and researchers to
identify questions of interest.

Topic Refinement for Research Reviews. After a research review is assigned
to an EPC, the investigative team must identify Key Questions to guide the systematic
review. Stakeholders contribute to this process as Key Informants, helping to ensure
that the topic and research questions are valid, relevant, and applicable to the real-
world decision the research will address, and advising on the appropriate audience for
eventual research products. Key informants typically include patients and caregivers,
practicing clinicians, professional and consumer organizations, purchasers of health
care, policy-makers, and others with direct experience in making health care decisions
relevant to the topic. At the stage of topic refinement, the public also has an opportunity
to comment on the Key Questions proposed for research or review.

Expert Consultation. The EHC Program draws on an external Technical Expert
Panel (TEP) to inform the technical scientific processes of the research review or
project. For a systematic review, input may address study aspects such as literature
search strategies or inclusion criteria; TEP members may later serve as peer reviewers.

10
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Patient, caregiver, and consumer group representation in TEPSs is encouraged to assist
in maintaining a patient-centered focus to the research activities.

Review, Translation, and Dissemination. The EHC Program invites both
scientific peer review and public review of all draft Research Reviews and Research
Reports. To enhance transparency, all comments and responses are publicly posted.
The process of research translation involves the public as members of focus groups to
ensure that products are easy to understand and answer questions relevant to their
audience. Dissemination efforts include partner organizations that can disseminate
EHC research products to their constituencies and encourage their use.

Program Input. The EHC Stakeholder Group provides input to improve program
guality and impact among users. This volunteer panel, which has included consumers,
practicing clinicians, researchers, policymakers, industry representatives, private and
public healthcare purchasers, and other healthcare leaders, brings unique experiences
and perspectives to the table. The Stakeholder Group provides feedback on concerns
such as program transparency, quality improvement of products and processes, types
of products that will be most useful to healthcare decision-makers, dissemination and
implementation issues for EHC Program findings, and report content.

Other stakeholder engagement. In addition to the engagement of stakeholders
in development stages of the research process, the EHC Program also periodically
convenes stakeholders and scientists to better identify and define the questions which
raise important health care dilemmas. EPCs and DEcIDEs work with stakeholders
(particularly policy-makers and guideline groups) to consider the potential for change
resulting from evidence review or the generation of new evidence. The DEcCIDE
Consortia have met with their stakeholder committees to identify and prioritize topics for
new research in cardiovascular disease, diabetes, and cancer. The EHC Program also
plans to engage stakeholder through Issue Exploration Forums to explore and identify
research needs in the areas of common gynecologic problems and common
gastrointestinal disorders.

The Citizens’ Forum. As described in this RFP, ARRA funding will support the
Citizens’ Forum Initiative to develop new mechanisms and refine existing approaches to
eliciting public — both citizens’ and stakeholders’ — views as an input to health care
decisions. This effort will expand our ability to draw on public views to inform health
care policy, with particular application to obtaining input that will inform comparative
effectiveness research in AHRQ’s Effective Healthcare Program.

D. ENGAGING THE PUBLIC IN HEALTHCARE DECISION-MAKING

To date, the EHC Program has focused on seeking input from decision makers
with a broad public health and clinical decision interest, such as professional societies
and representatives of public and private payers. ARRA funding will allow the program
to expand its efforts to obtain valuable guidance and insights from a broader public. This

11



initiative will develop and demonstrate methods for obtaining input from “frontline” health
care decision makers—patients and practicing clinicians—and more generally will
advance the Program’s ability to obtain public input, particularly on questions that
cannot be decided on the basis of technical or scientific expertise alone.

Interest in eliciting citizens’ values and preferences to inform healthcare
decisions made by public officials or healthcare institutions has grown steadily in recent
years. A number of reasons are given to involve the public in health care decision
making (See Box 2). Research describing differences in the views of members of the
public from those of researchers and professionals has added momentum to efforts to
find ways to bring public perspectives into both research and policy decisions.*

Box 2

¢ Increasing the transparency and legitimacy of the decision making
process of healthcare institutions;

e Making the healthcare system more responsive to the needs and desires
of the public;

e Becoming better informed about societal values, needs, concerns and

preferences;

Fostering discussion about the direction of future healthcare reforms);

Including users’ perspectives in designing program changes;

Gauging the public’s response to a decision or proposal;

Educating the public about a particular issue;

Building support or consensus for a final decision; or

Addressing public or media criticisms of an issue

From: A Framework for Involving the public in healthcare coverage and resource
allocation decisions, 2007 (accessed at www.dal.ca/shsa/Research/)

In addition to early efforts in the United States, government officials and public
commissions in a number of countries have cited the need and priority for a greater
public voice in health care policies and have moved to develop processes for obtaining
public input. In the U.K., interest in opening the national health system to public input
grew during the 1990s (Minton 2009). Citizens’ juries, consultation panels, and surveys
have been used to assess health care needs and to consider research prioritization and
technology-related issues. In Canada, calls for greater public involvement in health
technology assessment and coverage policy have led to a variety of efforts to

1 Gooberman-Hill R, Horwwd ], Calnan M. Citizens’ juries in planning research priorities: process,
engagement and outcome. Health Expectations 11; 2008. pp272-281.
12
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incorporate public values into existing processes, including deliberative and “dialogue”
approaches.?, 3

In the United States, efforts to incorporate public views in healthcare decision
making processes are prevalent, although not systematic. Citizen and stakeholder
representatives have been included in processes to set research priorities and to
consider coverage decisions in public settings. For example, the Medicare Evidence
Development & Coverage Advisory Committee (MEDCAC), which advises the Centers
for Medicare and Medicaid Services on coverage policy and other issues, includes a
consumer representative and patient advocate at every meeting. Medicare’s rule-
making activities for payment decisions and its national coverage process are statutorily
mandated to have citizen participation, accomplished through soliciting public
comments at various points during each process. Consumer representatives are
regularly included in policy settings, such as advising Institute of Medicine committees
that generate policy recommendations regarding health care policies and practices. At
AHRQ, stakeholders have participated in the CER program since its inception. The
Obama Administration has highlighted a commitment to broadening citizen participation
in government, including the health care arena:

“Much of the expertise we need can be found among the nation’s citizens.
From economic recovery and health care reform to environmental
protection and homeland security, we must ensure that government
makes the best possible decisions informed by the best possible expertise
and information.”

There are a variety of mechanisms beyond traditional opinion polls that are in
development or in use for eliciting public views on healthcare topics. Most, although not
all of these, involve a process of educating participants, eliciting views, providing
feedback, and opportunities for revising opinion. Table 1 describes these methods.
Table 1.

Method Description

Citizen’s Panel Large, demographically representative group of citizens
regularly used to assess public preferences and opinions.

Citizens' Summits Large-scale deliberative public meeting that use
communications technology to facilitate discussions.

Citizens Jury Small panel of non-specialists, modeled on the structure
of a criminal jury, that sets out to examine an issue of
public significance in detail and deliver a "verdict".

Consensus A panel of citizens who question expert withesses on a

2 Maxwell J, Rosell S, Forest PG; Giving citizens a voice in healthcare policy in Canada. British Medical
Journal 326; 2003. pp1031-1033.

3 Menon D, Stafinski T. Engaging the public in priority-setting for health technology assessment: findings
from a citizens’ jury. Health Expectations 11; 2008. pp. 282-293.
13
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Conference particular topic at a public conference to formulate
recommendations that are then circulated widely.

Consensus Voting A balanced voting system that aims to identify the best
consensus opinion.

Deliberative A process that combines varied approaches to assess

Mapping how patrticipants, both specialists and members of the
public, rate different policy options against a set of defined
criteria.

Deliberative Polling | A process that measures what the public would think
about an issue if they had an adequate chance to reflect
on the questions at hand. Deliberative polling observes
the evolution of the views of a citizen test group as they
learn more about a topic and is more statistically
representative than many other approaches due to its
large scale.

Delphi Survey A series of questionnaires that allow experts or people
with specific knowledge to develop ideas about potential
future developments around an issue. The questionnaires
are developed throughout the process in relation to the
responses given by participants.

Focus Groups Guided discussions of a small group of citizens. They are
normally one-time sessions, although several may be run
simultaneously in different locations and sometimes
groups are reconvened several times.

Despite the interest in these approaches, methods for eliciting informed opinion
are not well-developed nor have they been broadly tested. Little work has been done to
develop the mechanisms or the ability to involve a broad cross section of the public in
processes for obtaining public input. Although the Web and other online technologies
offer tremendous potential for informing and involving the public, work to design or
develop such tools for obtaining public input relevant to health care decisions is just
beginning.

E. Web Technology

The Obama Administration and many federal departments, including HHS, have
encouraged the use of Web 2.0 and Social Media technologies to engage citizens in the
important decisions and actions of our nation. Web 2.0 and Social Media use many
technologies and forms to integrate technology, social interaction, and content creation.
These include blogs, wikis, video-sharing, podcasts, social networking, mashups, virtual
worlds, micro-blogs, and widgets. Technology tools that specifically facilitate polling
and deliberative processes, such as ideascale.com, have also been developed. Use of
Web 2.0 and Social Media technologies is accelerating in the health care arena with
applications in medical education, continuing education, communities of practice, and
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learning communities. The evidence-base supporting the use of these tools is just
beginning to develop.

The White House has made public engagement and an open government a top
priority; HHS is working to provide guidance to facilitate implementation of that priority.
The U.S. General Services Administration has also been instrumental in government
technology adoption by developing terms of service agreements with a number of social
media sites that can then be used by each Federal Department and its own Agencies.

Utilizing Web 2.0 and Social Media has important potential to contribute to the
development of formal, scalable methods to engage the public in health care decision
making. Further development of these tools must address important challenges, such
as the inclusion of population subgroups whose access to access to computers or cell
phones is currently limited, representativeness of participants, management of
"information overload” and fragmented dialogue, and barriers related to consideration of
legal, privacy and other issues.

To incorporate public views more systematically and effectively in U.S.
healthcare policy and other decision processes, more formal, scalable techniques for
eliciting public views are needed. It is the goal of the Citizens’ Forum RFP to develop
and demonstrate mechanisms for obtaining input relevant to healthcare decisions, in
particular those relevant to the processes of comparative effectiveness research and
implementation.

[I. STATEMENT OF WORK
A. GOALS

ARRA funding will support the Citizens’ Forum Initiative to develop new
mechanisms and refine existing approaches to eliciting public views as an input to
health care decisions. This effort will expand our ability to draw on public views to
inform health care policy, with particular application to obtaining input that will inform
comparative effectiveness research in AHRQ's Effective Healthcare Program. The
Citizens’ Forum initiative will expand AHRQ’s existing efforts to obtain professional and
consumer input to inform its EHC Program activities, build methods and capacity for
obtaining public input, and allowing the program to obtain guidance and insights from a
broader public.

B. PROJECT TASKS

The work under this contract is divided into two (2) focus areas with separate
tasks as indicated below.
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Focus Area 1

Broadly engage members of the public in providing input on ethical and value-based
guestions that arise in health care decisions, particularly questions arising in the
conduct and use of comparative effectiveness research.

Task 1: Review literature on use of deliberative methods

Task 2: Design, develop, demonstrate and evaluate mechanisms for eliciting
informed public input on ethical and value-based questions.

Focus Area 2

Ensure consistent and comprehensive stakeholder involvement in all aspects of
AHRQ'’s expanded Effective Health Care (EHC) Program.

Task 3: Develop Innovative Methods to Meaningfully Engage Stakeholders in
Comparative Effectiveness Research

Task 4: Support Stakeholder Engagement in EHC Program Research
Processes

Task 5: Manage and Support the Effective Health Care Stakeholder Group
Cross-Cutting
Task 6: Manage Contract

A detailed description of each Focus Area and Task follows.

FOCUS AREA 1. Broadly engage members of the public in providing input on
ethical and value-based questions that arise in health care decisions, particularly
guestions arising in the conduct and use of comparative effectiveness research.

TASK 1 - Review literature on use of deliberative methods

The Contractor will conduct a Literature Review on the subject of Deliberative
Methods, covering the background and development of these methods, how they have
been used in the context of health care, and current efforts to advance the field. The
review should also describe the use of Deliberative Methods in other (non-healthcare)
settings where relevant to past applications or potential future applications in health
care.
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The Contractor shall submit the draft Literature Review to the AHRQ Project
Officer within four (4) months EDOC. The AHRQ staff will review and comment on the
draft within 1 month of draft submission. The Contractor shall submit the final Literature
Review to the AHRQ Project Officer within six (6) months EDOC.

TASK 2 - Design, develop, demonstrate and evaluate mechanisms for eliciting
informed public input on ethical and value-based questions that arise in the
context of the design, evaluation, and implementation of comparative
effectiveness research.

Subtask 2.1 — Design and develop methods for eliciting public input.

A preliminary description of the approach to be used for eliciting public input for
this task will be proposed and justified in the Proposal developed in response to this
RFP (see Technical Proposal Instructions - L.10.C.). Once the contract is awarded, the
Contractor will be responsible for fully designing and developing the methods to be used
and presenting them in the Deliberative Approach Conceptual Framework and Methods
Document (see Subtask 2.6).

The methods used should reflect a deliberative approach that includes the
education of respondents about the topic at hand, elicitation of initial views, feedback
regarding the implications of these views, and revision of opinion based on such
feedback. The approach should advance the state of the art in deliberative methods,
either improving on methods that have been used within or outside of the healthcare
sector or developing new approaches to eliciting public input.

Methods should be developed with consideration of their relevance to the task of
broadening citizen input in health care decision making and the ultimate scalability of
the methods.

Subtask 2.1.1 — Convene Technical Expert Panel

The Contractor shall convene a Technical Expert Panel (TEP) composed of 4-6
individuals expert in deliberative processes, at a location to be agreed upon by the
Contractor and the TOO. The purpose of the TEP will be to assist the Contractor in
designing and developing methods for eliciting public input and provide feedback to the
Contractor as the project progresses. The Contractor will present literature review
findings and preliminary ideas for the methods for eliciting public input which the
Contractor intends to develop and pilot at a ¥z - 1-day meeting. The Contractor will
obtain further input and feedback from members of the TEP by conference call or email.
Please note: In accordance with AHRQ policy, contract funds may not be used to
purchase meals or refreshments for attendees at this or any other meeting described in
this Statement of Work.
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Subtask 2.2 — Technology tools to implement the deliberative process.

The Contractor is encouraged to consider the use of Web 2.0, Social Media,
and/or other technology tools to enhance the quality of communications and improve
the scalability and the feasibility of processes to elicit input on health related questions.
The use of such tools should be described in the Proposal developed in response to this
RFP (see Technical Proposal Instructions - L.10.C.).

The Contractor should describe the approach, the advantages offered by the
proposed tools, and the work required to develop and implement the tools for use in
eliciting citizen input. For any proposed Web 2.0, Social Media, or other technology
solution the Contractor must provide:

e a description of solutions that will support and facilitate the deliberative
approach;

e the costs of acquisition of these solutions and the number of licenses
covered, if applicable;

e the purpose of the solutions and how they will be used in this contract;

e whether and to what extent programming will be needed to customize the
solutions for the purposes of this contract;

e the solutions’ compliance with federal regulations and measures for
remedying any compliance issues; and

e the terms of service agreements for the solutions
(http://www.newmedia.hhs.gov/standards/).

The proposed technology solutions or tools must adhere to HHS and AHRQ
guidance and requirements (see http://www.ahrg.gov/news/policyix.htm and
http://www.newmedia.hhs.gov/standards/).

Once the contract is awarded, the Contractor will be responsible for fully
articulating and describing these elements in the Deliberative Approach Conceptual
Framework and Methods Document (see Subtask 2.6). In addition, the Contractor
should provide electronic information in a format that is accessible to the public with
disabilities, consistent with Section 508 of the Rehabilitation Act (see Subtask 6.10).

Subtask 2.3 — Educational Materials

The Citizens’ Forum initiative is concerned with eliciting informed public views; a
critical component of the proposed process will be the task of developing educational
materials to educate participants. Materials should utilize state-of-the-art, evidence-
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based approaches to communicating the information that will contribute to participants’
information base. The Contractor should describe in the Deliberative Approach
Conceptual Framework and Methods Document (see Subtask 2.6) the topics education
materials will address, the approach to preparing these materials, what will be included
in the materials, and how they will be evaluated.

Educational materials may be electronic (web-based or using other electronic
formats) or hard copy. They should be part of a considered deliberative approach,
enhancing the usability and scalability of the process. Materials may include
background information concerning health topic(s) to be addressed, information on
ethical contexts, information on decision strategies, devices for practicing and obtaining
feedback on decisions, or any other materials required to implement the project.

Materials should be pilot tested. Methods for developing materials, sources, and
other information necessary to reproduce the service shall be documented. When
Web-based tools and materials are proposed, the Contractor shall address compliance
with 508 regulations (see Subtask 6.10), adding the appropriate time and budget to the
plan, and adherence to the AHRQ Publishing and Communication Guidelines.

In addition to materials targeted to the citizens providing input on their views,
educational materials should also include manuals or other training materials for those
conducting group surveys or sessions, including all materials required to implement the
proposed activities.

Any educational or training materials developed shall be submitted to the Project
Offer for review and approval at least 1 month prior to use and implementation.

Subtask 2.4 — Evaluation Plan

The Contractor will submit an Evaluation Plan as part of the Deliberative
Approach Conceptual Framework and Methods Document (see Subtask 2.6) outlining
the evaluation criteria for all aspects of the project. This plan will form the basis for the
evaluation of the project.

Subtask 2.5 — Demonstrate Mechanism

This subtask covers the Contractor’s work in demonstrating the deliberative
methods that are developed in Subtask 2.1.

Subtask 2.5.1 — Determine and finalize target groups to be included in the
demonstration of elicitation of public input for this project.

A preliminary definition of the target demographic groups from whom views will
be elicited for this project will be proposed and justified in the Proposal developed in
response to this RFP (see Technical Proposal Instructions - L.10.C.). Once the contract
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is awarded, the Contractor will be responsible for fully articulating the choice of target
groups, the composition of subgroups of each target group to be included in the
demonstration and the selection process. These aspects of the Contractor’s plan will be
presented in the Deliberative Approach Conceptual Framework and Methods Document
(See Subtask 2.6).

The Contractor should justify the choice of target groups for the demonstration on
the basis of the importance of the input of the target group for decision makers
responsible for decisions concerning the conduct of comparative effectiveness research
or for decisions drawing on comparative effectiveness findings. A minimum of 4 target
groups should be identified, with emphasis on priority populations. The Contractor
should justify the number of persons in each target group to be included in the
demonstration and the size of subgroups. (For example, the deliberative methods
developed might suggest an optimal group size of 15 persons, in which case the
Contractor might propose that Target Group 1 would include 60 members, who would
be convened in groups of 4, meeting 3 times each.) The target groups should be
described in terms of demographics, geographic location, and all other characteristics
that serve as a basis for their selection.

The Contractor will be responsible for developing and implementing a plan for
selecting a sample of members of the target group who will participate in the
demonstration of the deliberative process.

Subtask 2.5.2 — Determine and finalize ethical and value-based questions
on three (3) different comparative effectiveness research topics that will be
used in the demonstration of the deliberative methods developed in this
project.

In Subtask 2.1, the Contractor will develop methods for eliciting public views on
ethical and value-based questions. Subtask 2.2, in which the Contractor will
demonstrate these methods, requires ethical and value-based questions on specific
comparative effectiveness research topics that will serve as the focus of public input.
This part of Subtask 2.2 addresses the development of these questions.

Preliminary questions on specific comparative effectiveness research topics will
be proposed and justified in the Proposal developed in response to this RFP (see
Technical Proposal Instructions - L.8.C. referring to the submission of a minimum of 3
such questions). Once the contract is awarded, the Contractor will be responsible for
fully articulating the questions to be used. The choice of questions should be discussed
with the AHRQ Project Officer during the biweekly conference calls scheduled at the
outset of the project. The finalized choice should be fully described and discussed in
the Deliberative Approach Conceptual Framework and Methods Document (see
Subtask 2.6).
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The Contractor should justify the choice of comparative effectiveness research
topics and questions on the basis of their relevance to health care dilemmas. Questions
should be relevant to the conduct of comparative effectiveness research or be placed in
the context of decisions regarding diagnosis, treatment or policy where the use of
comparative effectiveness findings is important but not sufficient for decision making.
Questions selected must be adequate and appropriate for demonstrating the
deliberative methods developed.

Examples of questions are presented in Box 3. These examples are for
reference only, to demonstrate the types of questions relevant for this Project.

BOX 3

Example 1: Medications for Alzheimers disease may have side effects including
headaches, diarrhea, nausea, and vomiting. Alzheimers is characterized by a decline in
cognitive function, often starting with memory impairment, and can progress to
behavioral changes, mood changes, and the inability to perform activities of daily living.
In evaluating drug treatments, which therapeutic effects and which side effects do
people see as most important in affecting their choices? What are the relevant
outcomes for a Comparative Effectiveness Review of drugs used to treat Alzheimers in
patients over age 70?

The identification of relevant outcomes for a comparative effectiveness review
involves judgment. Public input on this type of question would help guide the research
process. The deliberative methods developed could be applied to obtaining the views
of families or from a relevant population group contemplating their own future choices. A
demonstration might be structured to examine the views of ethnically diverse population
groups to characterize a range of preferences affecting these choices.

Example 2: A recent report on catheter ablation for atrial fibrillation found fair quality
RCTs that show a benefit for catheter ablation in maintaining sinus rhythm and
potentially improving quality of life, in some, but not all, patients over one year.
However, patients incur a small risk of adverse events including serious and potentially
fatal cardiovascular events such as pulmonary vein stenosis, cardiac tamponade, or
stroke, and long-term effects are not well known. What information do people view as
most important in their decisions?

Many effective treatments have serious risks. Use of deliberative processes to
develop information on people’s views regarding the importance of certain types of risks
and uncertainty can assist in the translation of research findings for clinicians and
patients. Input on such problems as how to communicate the presence of small risks for
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very serious harms would provide important guidance for those communicating the
findings of comparative effectiveness research.

Example 3: What is the level of risk of an inaccurate diagnosis that is acceptable to
avoid an invasive diagnostic procedure like a breast biopsy in favor of a non-invasive
test like a radiology scan?

Diagnostic tests can vary in their accuracy and in their harms (e.g. some tests
are invasive, like biopsies that require insertion of a large needle or minor surgery). For
cancer, a biopsy sample of the affected area is generally considered the gold-standard
for diagnosis. Non-invasive diagnostic tests such as X-rays, CT scans, or MRI scans do
not involve sampling tissue, but these may not be as accurate as an invasive
biopsy. Medical practice assumes that it is not desirable to perform an invasive test in
all cases — that is, there is an assumption that some level of risk is acceptable to avoid
biopsy. An examination of people’s views regarding the trade-off between side-effects
and other harms and the lowering of risk would be a useful input to decisions that also
incorporate evidence on the comparative effectiveness of alternate approaches.

Please note: These examples are intended to demonstrate the type of questions
that would be appropriate for obtaining public input; they should not be
incorporated into the Offeror’s Proposal or the Contractor’s work.

Subtask 2.5.3— Convene Groups and Implement Proposed Process

The Contractor is responsible for implementing the process developed for
obtaining public input on ethical and value-based questions developed using the
methods and materials developed for this purpose (Subtasks 2.1 through 2.3). The
Contractor shall convene the groups as outlined in the Deliberative Approach
Conceptual Framework and Methods Document (See Subtask 2.6), facilitate or
otherwise manage the group sessions, collect data, and report the results of the
meetings. The Contractor shall begin this subtask by twelve (12) months EDOC and
complete it within 21 months EDOC.

The Contractor is responsible for all logistics required to implement the meetings.
For all meetings, whether in-person or online, the Contractor will address logistical
concerns as necessary, including setting meeting dates; travel, accommodations, and
per diem for in-person gatherings or online gatherings where citizens must travel to
facilities with computers; meeting support to include a facilitator; technical support;
honoraria; materials distribution; and all other activities required for the successful
implementation of the meetings. In accordance with AHRQ policy, contract funds shall
not be used to purchase meals or refreshments for meeting attendees.

Subtask 2.6 — Deliberative Approach Conceptual Framework and Methods
Document

22




The Contractor shall develop a Deliberative Approach Conceptual Framework
and Methods Document that reflects work performed under Subtasks 2.1 — 2.4, 2.5.1,
and 2.5.2. This document will present the deliberative methods developed in this
project as well as the design and methods for the demonstration. The Contractor shall
address AHRQ comments from the Contract negotiation or the project’s Kick-off
meeting (see Subtask 6.1) in this document.

The Deliberative Approach Conceptual Framework and Methods Document plan
should contain all elements of the deliberative methods developed. It should fully
describe the approach and methods that will be used to elicit public input, including any
Web or technology components to be employed, educational materials to be developed
and used, and evaluation plans. It should describe the sessions, meetings, or other
interactions required for the elicitation of input.

This document should also describe all aspects of the demonstration and details
that will be involved in its implementation. It should include the finalized questions to be
used, a description and justification for the target groups included, number of
participants, process for selecting participants, and a description of the logistics
required, including number, schedule and content of sessions. The document will serve
as a final, well-documented plan for the demonstration in Subtask 2.5.3.

The Contractor shall submit a draft Deliberative Approach Conceptual
Framework and Methods Document within seven (7) months EDOC and a final version
incorporating comments received within nine (9) months EDOC.

Subtask 2.7 - Evaluation

The Contractor will be responsible for evaluating the methods used on the basis
of criteria proposed at the beginning of the project in the Evaluation Plan (Subtask 2.4).
Evaluation results shall be provided in a written report for review and approval by the
AHRQ Project Officer within 24 months EDOC. The evaluation report should include
evaluation results, detailed description and commentary regarding the strengths and
weaknesses of the mechanisms developed, recommendations for improvement,
recommendations for measures to enhance scalability of the approach,
recommendations for future research, and other information the Contractor can
contribute to future efforts to use and improve deliberative methods.

Subtask 2.8 — Reporting
The Contractor will be responsible for submitting quarterly progress reports (see
Subtask 4.5) describing all project activities taking place each quarter. Materials

developed for the project should be submitted as attachments to these reports.

The Contractor shall also be responsible for preparing and submitting a minimum
of one (1) manuscript suitable for publication in the peer-reviewed literature within 28
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months EDOC. This manuscript should advance the state of the science with regard to
the use of deliberative processes for eliciting public views as an input to health care
decisions.

The Contractor will be also responsible for submitting a Final Report (see Subtask
4.7) that includes a full description and documentation of the demonstration of the
deliberative methods. In addition, the Final Report should detail any changes in the
design of the deliberative methods or the demonstration which took place after the
writing of the Deliberative Approach Conceptual Framework and Methods Document.
Such changes should be fully described, explained, and justified.

FOCUS AREA 2: Ensure consistent and comprehensive public involvement in all
aspects of AHRQ’'s expanded research program in Comparative Effectiveness
Research.

A second area of focus for the Citizens’ Forum will be to formally engage
stakeholders of the EHC Program at the critical comparative research stages of
identifying research needs, development of research products, and research
dissemination. Stakeholders of the EHC Program include patients and caregivers,
practicing clinicians, professional and consumer organizations, purchasers of health
care, policy-makers, researchers, industry representatives, and other health care
decision makers. AHRQ recognizes that different types of stakeholders have different
priorities and evidence requirements for decision making, and therefore may need to be
engaged in different ways. Consistent with AHRQ priorities, all of stakeholder
engagement activities should emphasize both inclusiveness and transparency.

One of the challenges in working with stakeholders in research-related activities
that has been raised by both stakeholders and researchers alike, is that the
stakeholders often either are not or do not feel adequately prepared to be effective
participants. Reasons range from unfamiliarity with the EHC Program and/or
comparative effectiveness research as a concept to unclear roles and responsibilities of
participants at each stage of the process. Adding to the challenge, stakeholder-driven
research is a different concept than the traditional investigator-initiated research.
Although most of the EHC Program investigators have been working with stakeholders
to inform their research to some degree, it is still a fairly new concept and practice. The
investigators may not be fully aware of best practices or available tools for working with
stakeholder informants. It is essential that the EHC Program provide an environment
and the required resources for both stakeholder participants and the EHC investigators
to optimally carry out the stakeholder-driven research paradigm.

In this focus area, methods for stakeholder participation and input in the EHC
Program’s comparative effectiveness research shall be further developed, formalized,
and implemented, with emphasis on preparing the stakeholder for optimal participation,
inclusiveness, and transparency.
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Task 3 — Develop Innovative Methods to Meaningfully Engage Stakeholders in
Comparative Effectiveness Research

In Task 3, the Contractor will conduct research on best practices and methods in
engaging and educating stakeholders, with particular emphasis on patients, caregivers,
and clinicians, in a research program to support health care decision making. The
Contractor will apply the results to enhance and expand meaningful stakeholder
participation in a taxpayer-funded research program for comparative effectiveness. The
findings should be applicable to both the governance structure and research processes
of the program.

Subtask 3.1 — Literature Review

The Contractor shall conduct a literature review on the subject of engaging
stakeholders in clinical research processes as a means to support health care decision
making. The literature review should focus specifically on inclusion of patients,
caregivers, and practicing clinicians who are on the frontlines for making clinical
decisions. The literature review should identify both standard and innovative
engagement methods that are currently being used in the health care field and cover
the background and development of those methods, how those methods have been
used in the context of health care, and current efforts to advance the field. The review
should also describe the use of stakeholder engagement methods in other (non-
healthcare) settings, where relevant to past applications or potential future applications
in health care. Methods should include education or preparation of the stakeholder for
optimal participation. Additionally, the review should explore the use of Web 2.0, Social
Media, and other technologies in stakeholder engagement and input in the context of a
research program and health care decision making.

The Contractor shall submit the draft Literature Review to the AHRQ Project
Officer within eight (8) months EDOC. The AHRQ staff will review and comment on the
draft within 1 month of draft submission. The Contractor shall submit the final Literature
Review to the AHRQ Project Officer within ten (10) months EDOC.

The Literature Review will also inform the White Paper which the Contractor will
submit as a Deliverable for this Task (see Subtask 3.4) and should inform the
Conceptual Framework and Methods to Engage Stakeholders in the EHC Program
Document (see Subtask 3.6).

Subtask 3.2 — Review Current EHC Program Infrastructure and Processes for
Stakeholder Engagement

The Contractor shall work with the AHRQ Project Officer and other key AHRQ
and EHC Program staff to learn about and review the infrastructure and processes for
stakeholder engagement and participation in the EHC Program research processes and
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governance structure, including the EHC Stakeholder Group (see background section
C.2).

The Program review will involve interactions with current Effective Health Care
Program components, including the AHRQ staff, the Scientific Resource Center (SRC),
the Eisenberg Center (EC), and the EPC and DEcIDE staff and centers to learn current
practices and stakeholder engagement and participation needs in conducting
comparative effectiveness research. The review should focus on Program components
and processes that actively engage stakeholders as well as those that may not routinely
include stakeholder input to identify gaps and areas for improvement in stakeholder
representation and participation.

The Program infrastructure and process review shall be completed within 15
months EDOC. The review will form part of the White Paper which the Contractor will
submit as a Deliverable for this Task (see Subtask 3.4) and should inform the
Conceptual Framework and Methods to Engage Stakeholders in the EHC Program
Document (see Subtask 3.6).

Subtask 3.3 — Convene Expert Panel

The Contractor shall convene an expert panel within 14 months EDOC to discuss
and assess the state of the art in stakeholder engagement and education for health care
issues to support clinical decision making. The expert panel should identify knowledge
gaps and emerging issues in stakeholder participation in research processes and
propose innovative methods or strategies to advance the field.

The expert panel discussions will inform part of the White Paper which the
Contractor will submit as a Deliverable for this Project (see Subtask 3.4) and should
inform the Conceptual Framework and Methods to Engage Stakeholders in the EHC
Program Document (see Subtask 3.6).

Subtask 3.4 — Produce a White Paper on Stakeholder Engagement

The Contractor shall produce a White Paper on stakeholder engagement
methods in the context of a taxpayer-funded research program in comparative
effectiveness. The White Paper shall address the issues identified in Subtasks 3.1
through 3.3 as well as results from an on-going evaluation of the governance of the
EHC Program as they become available.

The Contractor shall submit the draft White Paper to the AHRQ Project Officer
within 17 months of the EDOC for review and approval. The Contractor shall submit the
final White Paper and a Power Point slide presentation within 19 months EDOC.
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The White Paper should inform the Conceptual Framework and Methods to
Engage Stakeholders in the EHC Program Document (see Subtask 3.6).

Subtask 3.5 — Present White Paper to AHRQ and the EHC Stakeholder Group

The Contractor shall present the research findings contained within the White
Paper to AHRQ and the EHC Stakeholder Group for discussion and feedback. The
findings shall be formally presented with a Power Point slide presentation at the EHC
Stakeholder Group meeting immediately following the final submission of the White
Paper to the AHRQ Project Officer. The purpose of this presentation is to get feedback
on the concepts presented in the White Paper and to facilitate discussion with the EHC
Stakeholder Group on the application of such concepts to and the role of stakeholders
in the EHC Program governance structure and research processes. This feedback and
discussion should inform the Conceptual Framework and Methods to Engage
Stakeholders in the EHC Program Document (see Subtask 3.6).

Subtask 3.6 — Develop Conceptual Framework and Methods to Engage
Stakeholders in EHC Program Activities and CER.

The Contractor shall develop a Conceptual Framework and Methods Document
that proposes strategies to innovatively expand stakeholder engagement in the EHC
Program and CER.

The proposed framework should integrate results from Subtasks 3.1 through 3.5
and apply them to develop innovative methods and opportunities for stakeholder
outreach and engagement in the EHC Program on an ongoing basis. The framework
should address current stakeholder engagement processes and activities as well as the
need to expand AHRQ'’s infrastructure for stakeholder engagement to accommodate
exponential EHC Program growth. The framework, as well as proposed methods and
opportunities, should be inclusive of a broad array of stakeholders but should focus
primarily on patients, caregivers and practicing clinicians. The framework and methods
should also address educating or preparing stakeholders for optimal Program
participation. All methods should be fully transparent and clearly defined to promote
external understanding, validation, and acceptance of resulting opportunities and
processes. Development of this framework may involve interactions with current
Effective Health Care Program components, including the AHRQ staff, the Scientific
Resource Center (SRC), the Eisenberg Center (EC), and the EPC and DECIDE staff
and centers to learn current practices and needs.

The proposed framework and methods should also incorporate Web 2.0, Social
Media, and/or other technology where possible to promote and facilitate expanded
stakeholder engagement in EHC Program activities for eliciting public input to inform its
comparative effectiveness research enterprise. These technologies and tools should be
used to enhance the quality, efficiency, and effectiveness of communications between
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stakeholder participants, AHRQ, and the Contractor, as well as improve the participation
of stakeholders in EHC research and related activities. For any proposed Web 2.0,
Social Media, or other technology solution the Contractor must provide:
e a description of solutions that will support and facilitate stakeholder
engagement strategies, methods, or activities;
e the costs of acquisition of these solutions and the number of licenses
covered, if applicable;
e the purpose of the solutions and how they will be used in this contract;
e whether and to what extent programming will be needed to customize the
solutions for the purposes of this contract;
e the solutions’ compliance with federal regulations and measures for
remedying any compliance issues; and
e the terms of service agreements for the solutions
(http://www.newmedia.hhs.gov/standards/).

The proposed technology solutions or tools must adhere to HHS and AHRQ
guidance and requirements (see http://www.ahrg.gov/news/policyix.htm and
http://www.newmedia.hhs.gov/standards/).

The Contractor shall submit to the Project Officer a draft Conceptual Framework
and Methods for Stakeholder Engagement Document within twenty-four (24) months of
the EDOC. The draft may be reviewed and commented on by AHRQ staff and EHC
Program components within 1 month of draft submission. A final Conceptual
Framework and Methods Document that addresses those comments shall be submitted
to the AHRQ PO within one (1) month of receiving AHRQ comments.

(Optional) Subtask 3.7 — Implement Methods and Opportunities as Approved in
the Conceptual Framework and Methods Document

The option to carry out subtask 3.7 may be exercised at the discretion of AHRQ
during the contract period through a contract modification if time permits or during
option years. A budget will be negotiated at the time the tasks are identified.

The Contractor shall be responsible for implementing the methods developed for
expanded stakeholder engagement and described in the section of the Conceptual
Framework and Methods for Stakeholder Engagement Document (see Subtask 3.6).
The Contractor shall be responsible for all logistics required to implement the methods.
If the approved methods include convening stakeholders by any means, the Contractor
will address logistical concerns as necessary, including setting meeting dates; travel,
accommodations, and per diem for in-person gatherings; meeting support to include
professional facilitation; technical support; honoraria; materials distribution; and all other
activities required for successful implementation.

Methods must be implemented in adherence with all applicable and relevant
Federal laws and regulations as well as HHS and AHRQ policies and guidance.
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TASK 4 — Support Stakeholder Engagement in EHC Program Research Processes

The EHC Program has built its research paradigm around ongoing consultation
with relevant stakeholders to ensure the resulting research products are as relevant and
useful as possible to health care decision makers. Currently stakeholders are involved
at various stages of CER in the EHC Program (see background section C.2.). This
approach ensures broad stakeholder inclusion but requires coordination and
collaboration among the EHC Program components to be efficient and effective and to
avoid confusion among stakeholder participants.

While the Contractor will be exploring innovative ways to expand opportunities for
stakeholder input in the EHC Program, current efforts must continue. Additionally,
stakeholders must be aware of opportunities for involvement and must be prepared to
participate effectively. The goal of Task 4 will be to support current efforts and create
new opportunities for stakeholder engagement and involvement in the EHC Program
research process in a collaborative and coordinated fashion.

Subtask 4.1 — Collaborate with other EHC Components to Coordinate Stakeholder
Engagement Activities

The Contractor shall collaborate with other EHC Program components to
coordinate stakeholder engagement and involvement efforts across the EHC Program.
This effort involves establishing on-going working relationships with the Effective Health
Care Program components, including the AHRQ staff, Scientific Resource Center
(SRC), the Eisenberg Center (EC), and the EPCs and DECIDEs, to ensure awareness
and understanding of the needs for stakeholder involvement at each research stage and
type of project.

The Contractor shall be available for consultation for EHC Investigators to learn
about effective stakeholder engagement. The Contractor may develop and provide
tools or materials as necessary to do so. The Contractor will be expected to attend
meetings (usually biennial) of the EPCs and DEcIDE Research Centers and to present
the Contractor’s current work on stakeholder engagement, participate in discussions,
and seek input on their work based upon these discussions.

The Contractor shall also participate in regular conference calls with AHRQ, the
Eisenberg Center, and other Program components as necessary, to discuss, develop,
and implement Program-wide efforts to coordinate ongoing outreach and engagement
efforts and activities and to identify new opportunities and areas for collaboration among
EHC Program components. The Contractor will share with other Program components
lessons learned in work under this contract to be applied to the Program.
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The Contractor shall also report in quarterly progress reports (See Subtask 4.5)
all contacts with stakeholders to the AHRQ Project Officer. The report shall include
contact information for all stakeholders that agree to allow AHRQ to contact them in the
future for EHC Program purposes only. Contact information may include the
stakeholder’'s name, title, affiliation, address, phone number, email, as well as
information regarding how the stakeholder participated in the EHC Program. This
information will be stored in a secure database that is accessible by AHRQ and EHC
Program staff.

Subtask 4.2 — Educate and Prepare Stakeholders for EHC Program Involvement

In order to enable stakeholders to optimally participate in EHC Program research
and other activities and to facilitate EHC investigators to effectively include stakeholder
perspectives in their research, the Contractor shall develop educational materials and/or
tools for stakeholders. Materials may focus on how stakeholders can be effective
participants in research and related activities, roles and responsibilities of those
involved in the research, and how the EHC Program will work with the stakeholders at
each stage of the research, among others. Materials and tools should be developed in
collaboration and coordination with other EHC Program components.

The contractor is encouraged to use innovative adult education strategies and
methods, including computer- or Web-based tools, Web 2.0, Social Media, or other
innovative technologies to communicate lessons separately to each audience. Any
tools and materials for preparing and educating stakeholder participants shall be
accessible via the EHC Website, in a downloadable and printable electronic format as
possible, to be easily used and efficiently disseminated either by the contractor or by
other EHC Program components. The Contractor shall be available for technical
assistance and consultation to EHC Program staff after dissemination.

Educational or training materials shall be updated as necessary to reflect current
EHC Program processes, policies, components, or other possible changes.

Any educational or training materials developed shall be submitted to the Project
Officer for review and approval at least 1 month prior to dissemination. The Project
Officer may require consultation with other EHC Program components prior to approval.

Subtask 4.3 — Support Ongoing and Create New Opportunities for Stakeholder
Engagement

The Contractor shall support ongoing efforts to involve stakeholders in the EHC
research processes as described in background section C.2. The Contractor shall also
create and support new opportunities for stakeholder engagement in the Program as
deemed necessary by AHRQ. New opportunities shall be informed by lessons learned
through the experience of the Contractor and work performed under this contract.
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The Contractor may be responsible for all logistics required to support such
stakeholder engagement opportunities. If the approved opportunities include convening
stakeholders by any means, the Contractor will address logistical concerns as
necessary, including setting meeting dates; travel, accommodations, and per diem for
in-person gatherings; meeting support to include professional facilitation; technical
support; honoraria; materials distribution; and all other activities required for successful
implementation.

Subtask 4.4 — Communicate Opportunities for Stakeholder Involvement

The EHC Program offers many opportunities for stakeholders, both individuals
and organizations, to be involved throughout the research process as well as other
research-related activities. Many organizations are interested in participating but are
unaware of the opportunities to do so. The Contractor shall communicate information
regarding stakeholder involvement opportunities through the EHC Website and other
channels, as approved by AHRQ, in coordination and collaboration with AHRQ and the
Eisenberg Center.

AHRQ and the Eisenberg Center lead the dissemination efforts for the EHC
Program and their efforts focus on uptake and utilization of research products and
general Program information. However, it is important to work in collaboration and
coordination with AHRQ and the Eisenberg Center to present clear and consistent
messages to stakeholders and the public. The Contractor should discuss any ideas
about dissemination and marketing efforts for involvement opportunities with AHRQ
staff with the goal to ensure that efforts are coordinated with other Agency activities.
This is critical when outreach to the general and trade press is involved. Any contact
with the media will take place in close coordination with AHRQ and the press offices of
the Contractor’s institution.

Subtask 4.5 — Routinely Evaluate Stakeholder Engagement Methods

Evaluation of stakeholder engagement methods and activities shall be integrated
throughout the contract period and activities to ensure the best service to both
stakeholders and the EHC Program. The Contractor shall focus evaluation efforts for
this task on the following:

e Whether stakeholders feel they are being effectively engaged by these

activities.
¢ Whether stakeholders feel they are adequately prepared to participate in
Program activities.

e How effective both researchers and stakeholder participants feel inclusion in
the research process is to informing the research product and capturing the
stakeholders’ perspectives.

and may also include evaluation of the following:
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e How effective consumer education materials are for preparing consumers to
participate in EHC activities.

e How stakeholder participation in EHC activities affects stakeholder utilization
of resulting products.

e How efficient and comprehensive the processes are at capturing stakeholder
involvement in EHC Program research and other activities.

e The type of participants included in each stage of the research process.

The Contractor shall provide a draft evaluation plan that details proposed
evaluation methods, including participants, timing, and application of results to the
AHRQ Project Officer within 2 months of the EDOC, in conjunction with the draft
framework and methods document. The draft evaluation plan shall address any
suggestions or comments expressed by AHRQ during negotiation and the project’s
Kick-off meeting (see Subtask 4.1). The final evaluation plan shall be submitted to the
AHRQ PO within four (4) months of the EDOC.

The Contractor shall implement the evaluation strategy as approved by the
Project Officer. Evaluation plans may require OMB review and approval (refer to
Subtask 4.9). Evaluation results shall be provided in written reports for review and
approval by the AHRQ Project Officer within two (2) months of the conclusion of the
evaluation. The Project Officer may require dissemination of evaluation reports to and
consultation with other EHC Program components that may be affected by the
evaluation results or application of the results.

The Contractor shall apply lessons learned to improve engagement strategy and

methods. Any changes to the engagement methods, strategies, or activities must be
reviewed and approved by the Project Officer.

TASK 5 - Manage and Support The Effective Healthcare Stakeholder Group

The purpose of this component of the Citizens’ Forum RFP is to manage the
input and work of and provide logistical support for the EHC Stakeholder Group while
developing new methods for formally eliciting stakeholder views. Opportunities for
stakeholder involvement and input at the program level are extremely important to
shaping the direction of and garnering public trust in the EHC Program as it expands
under ARRA funding.

The EHC Stakeholder Group has provided valuable input to a variety of
Programmatic areas. Management of the Stakeholder Group requires a number of
logistical functions, which will the Contractor will perform under this Contract. In
addition, the Contractor will manage the Stakeholder Group through transitions in form
and format that are likely to occur over the Contract Period in response to the changing
healthcare policy environment. AHRQ has recently commissioned an independent
evaluation of the governance structure of the EHC Program, including the formal EHC
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Stakeholder Group, that may inform the Program of better ways to garner and utilize
stakeholder input in a formal mechanism and may require changes in the Group’s
function, role, and configuration. The Contractor, in consultation with AHRQ and the
EHC Program components, will determine the most appropriate ways to work with the
EHC Stakeholder Group.

At the time of this solicitation, AHRQ has extended the 2008-2009 term for the
EHC Stakeholder Group through January 2010. AHRQ plans to solicit nominations and
select a new EHC Stakeholder Group for 2010-2012 prior to the start date for this
contract. The contractor will work with and support the 2010-2012 EHC Stakeholder
Group.

In the Spring of 2012, AHRQ plans to again solicit nominations and select
members for the 2012-2014 EHC Stakeholder Group. The Contractor will have the
opportunity to provide recommendations for the form and function of that Group based
on work with, evaluations, and assessments of the 2010-2012 Group.

Subtask 5.1 — Convene Meeting for the EHC Stakeholder Group

The Contractor shall hold and provide support (i.e., pre-, post-, and interim
support) for meetings of the EHC Stakeholder Group. The Group at large is expected to
meet in person four times in each year of the contract, with at least two meetings taking
place in Rockville, MD (preferably at the AHRQ Conference Center). It is also
anticipated that conference calls with panel members and periodic electronic and paper
correspondence will occur between meetings, as needed. The purpose of the meetings
and communications will be to provide input and feedback to AHRQ and the EHC
Program on issues related to broad Program areas such as Program priorities and
enhancing product development to better meet stakeholder needs.

In consultation with the Project Officer, the Contractor shall plan all activities in
support of meetings and inter-meeting conference calls and mailings. Specifically, the
Contractor shall plan agendas; assemble, prepare, print, and distribute materials
needed for meetings; prepare audio-visual materials as required; reserve meeting
facilities and hotel accommodations; notify members and confirm participation in the
meetings; arrange travel and process expense vouchers for non-Federal participants;
and prepare detailed written summaries of the meetings. All meetings should be led by
a professional or experienced meeting facilitator that is able to work with participants
from a broad array of backgrounds and experiences within the health care field.

The meetings may be one or two days in length and held on a date in which at
least 90 percent of the EHC Stakeholder Group members can attend. Estimated
attendance is 18-20 members at each meeting. Federal participants will be responsible
for their own travel arrangements and lodging costs. The Contractor shall provide hotel
reservations at the Federal Government lodging per diem for Federal participants. All
non-Federal expert members will be reimbursed for travel expenses, including a per
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diem allowance as authorized under section 5703 of Title 5, U.S.C. and as further
described in GSA Federal Travel Requlations (FTR), contained in 41 Code of Federal
Regulations (CFR), Chapters 300 through 304 and the Department of Health and
Human Services Travel Manual. It is estimated that all of the EHC Stakeholder Group
members will require overnight accommodations for one (1) evening for each meeting.

It is anticipated that the 2010-2012 EHC Stakeholder Group will be selected prior
to the EDOC. The Contractor will be expected to convene the first meeting of the EHC
Stakeholder Group within 3 months of the EDOC. The contractor shall also be
responsible for orienting the new members to the EHC Program, an important step to
work with them efficiently and effectively. Orientation materials should include an
overview of the EHC Program, describe the role of the EHC Stakeholder Group, and
brief the new members on ongoing issues relevant to comparative effectiveness and the
Program. The contractor is encouraged to use electronic or Web-based methods, as
possible, to disseminate orientation and meeting materials or information.

In consultation with the AHRQ and the Project Officer, the Contractor shall
develop and finalize meeting and orientation materials for the first meeting. Draft
materials that address any suggestions or comments expressed by AHRQ during
negotiation and the project’s Kick-off meeting (see Subtask 4.1) shall be submitted to
the AHRQ Project Officer within six (6) weeks of the EDOC. Final materials for the first
meeting shall be submitted to the AHRQ Project Officer and distributed to meeting
participants at least two (2) weeks prior to the date of the meeting.

Thereatfter, all agendas and pre-meeting materials will be provided to the Project
Officer for review, comment, and approval at least three (3) weeks prior to the meeting,
and all materials shall be sent to the EHC Stakeholder Group members and other
participants at least two (2) weeks before the meeting. Materials will also be posted to
the AHRQ secure Website.

The Contractor shall provide a detailed written draft meeting summary within two
(2) weeks after the EHC Stakeholder Group meeting. The summary should include
names and titles of participants and observers, agenda, and a substantive, detailed
summary of the discussions, action items, and recommendations. The Contractor shall
provide a final summary one (1) week after receiving Agency comments. Approved
post-meeting materials shall be distributed to meeting participants as necessary and
posted to the AHRQ secure Website.

Subtask 5.2 — Follow Up on Input from the EHC Stakeholder Group

The EHC Stakeholder Group has provided valuable input on many aspects of the
EHC Program. Therefore, in order to efficiently and effectively follow-up on ideas and
input from the EHC Stakeholder Group members, the Contractor shall develop and
implement, in collaboration with AHRQ and EHC Program components, a process for
disseminating and following up on Stakeholder input and ideas to the appropriate
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Program components. The Contractor shall document the process for review and
approval by the Project Officer within two (2) months of the EDOC. The Project Officer
may require further consultation with other EHC Program components prior to approval
and implementation. The approved processes shall be implemented after each meeting
with the EHC Stakeholder Group.

Subtask 5.3 — Communicate Program Information to the Current EHC Stakeholder
Group Members and Alumni.

Periodic Program updates allow members of the EHC Stakeholder Group to keep
abreast of EHC Program activities between in-person meetings.
The contractor is encouraged to use electronic or Web-based communication tools to
develop and implement a communication tool that can be used on a periodic but
ongoing basis to communicate EHC Program activities, news and announcements to
the EHC Stakeholder Group and alumni members. Any communications to the EHC
Stakeholder Group and alumni members should be reviewed and approved by the
Project Officer prior to dissemination.

Subtask 5.4 — Support the EHC Stakeholder Group Members as Program
Ambassadors

AHRQ encourages the EHC Stakeholder Group to be two-way information
channels, i.e. providing external input to the Program and promoting comparative
effectiveness research and disseminating EHC Program information and products. The
EHC Stakeholder Group members may act as ambassadors of the EHC Program by
speaking at conferences, fostering relationships with potential stakeholder
organizations, and other similar activities. The Contractor shall encourage and support
these activities by providing up-to-date Program information and materials that the EHC
Stakeholder Group members can use to promote the Program. Materials may be
developed specifically for this purpose. Any such materials must be consistent with
established Program messages, developed in collaboration with other Program
components, and periodically reviewed and updated. Materials must be submitted to
the AHRQ Project Officer for review and approval at least 1 month prior to use and
dissemination by the EHC Stakeholder Group members.

Subtask 5.5 — Evaluate the EHC Stakeholder Group Impact and Support

Evaluation of the EHC Stakeholder Group and of the Contractor’s support
functions should occur routinely to ensure the time and effort of the Group members is
used effectively and creates valuable impact on the EHC Program. The Contractor
shall develop and implement a plan to evaluate the impact of the EHC Stakeholder
Group on the EHC Program and the support of the Group (meetings, processes, etc.)
by the Contractor. The evaluation elements may address:
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e How effective both EHC Program staff and the EHC Stakeholder Group
members feel participation in the Group is serving the Program in their stated
role and function.

e Whether input from the EHC Stakeholder Group is being incorporated into the
EHC Program.

¢ Whether and how effectively the EHC Stakeholder Group members are acting
as ambassadors to promote the EHC Program and its research products.

e Whether members feel they are adequately prepared to participate in meeting
discussions.

e How well the meetings are planned, convened and facilitated.

e How satisfied Group members are with their experience.

An evaluation plan should detail proposed evaluation methods for each activity.
The plan should also describe how any lessons learned may be applied for
improvement. The Contractor shall submit the evaluation plan to the Project Officer
within two (2) months of the EDOC for review and approval. Evaluation plans may
require OMB review and approval. The evaluation strategy shall be implemented as
approved by the Project Officer.

The Contractor shall prepare the evaluation results in written reports with
recommendations or plans to apply any lessons learned to improve the work with the
EHC Stakeholder Group. The reports shall be submitted to the Project Officer for
review and approval within two (2) months of the conclusion of the evaluation. Any
changes to processes resulting from the evaluation must be reviewed and approved by
the Project Officer prior to implementation. The Project Officer may require
dissemination of evaluation reports to and consultation with other EHC Program
components that may be affected by the evaluation results or application of the results.

The Contractor shall submit a separate written report on the impact of the 2010-
2012 EHC Stakeholder Group on the EHC Program with recommendations for working
with the future EHC Stakeholder Group. The recommendations shall propose the
function, role, configuration, and meeting schedule for the first year of the 2012-2014
EHC Stakeholder Group term. The recommendations should also take into account the
results from the independent evaluation on the governance of the EHC Program and
any other applicable supporting literature on best practices and methods for soliciting
input from public stakeholders. The report should also detail methods for working with
the EHC Stakeholder Group and suggested resource allocation for the contractor and
other EHC Program components. The report shall be submitted at least 2 months prior
to initiation of the nomination, solicitation, and selection process for the 2012-2014 EHC
Stakeholder Group. The Contractor shall convene a meeting with AHRQ to discuss the
recommendations and plans to implement them.

Subtask 5.6 — Provide Support to AHRQ’s nomination, solicitation, and selection
process for the 2012-2014 EHC Stakeholder Group.
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In the Spring of 2012, AHRQ will solicit and receive nominations for the 2012-
2014 EHC Stakeholder Group. The Contractor may provide suggestions for posting
nomination solicitations for broad distribution and representation. Upon receipt of
nominations, AHRQ will forward them to the Contractor for preparing and organizing the
information for AHRQ's review and selection of new members. The Contractor shall
process the process the nominations and return to AHRQ within 1 month of the final
nomination receipt date as listed in the Federal Register Notice.

Cross-Cutting

TASK 6 - Manage Contract in Coordination with All Relevant EHC Program
Components and in Conjunction with All Applicable Laws and Regulations.

The Contractor shall provide for the effective and efficient management of the
technical, administrative, logistical, and support functions described in this statement of
work.

Subtask 6.1 — Participate in a Kick-off meeting to discuss contract goals and
tasks.

The Contractor shall hold a Kick-off meeting at the AHRQ offices in Rockville,
MD, with the Project Officer and key AHRQ staff within 1 week of the effective date of
the contract (EDOC). The primary purpose of this meeting will be for the Contractor to
present plans for the first quarter and a general timeline for the Project as a whole, and
to resolve any questions concerning the Project. The meeting will provide an
opportunity to review the Project goals, tasks, deliverables, and delivery schedule. Any
procedural issues related to the Statement of Work that require clarification, including
roles, responsibilities, and communication protocols should be discussed at this
meeting, as should coordination with relevant AHRQ components (Scientific Resource
Center, EPCs, DEcIDEs, AHRQ EHC research contracts and grantees).

The Contractor is responsible for preparing the agenda for this meeting. The
agenda shall be submitted to the AHRQ Project Officer for review and approval at least
2 days in advance of the meeting. A summary of the meeting highlights and action
items shall be submitted to the Project Officer two days after the meeting. A schedule
for future meetings (either in-person or via conference calls) shall be established to
facilitate future communication between AHRQ and the Contractor.

Subtask 6.2 — Participate in a transition meeting for stakeholder engagement
activities.

Within a week of the Kick-off meeting, the Contractor will hold a transition
meeting with the AHRQ Project Officer, key AHRQ staff, and personnel from other EHC
components that work with stakeholders to discuss current stakeholder engagement
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activities such as specific relationships and materials/tools developed and in use for
engagement and outreach. The goal of this meeting will be to develop plans for an
orderly transition of EHC stakeholder engagement activities to the contractor. An
agenda shall be submitted to the AHRQ Project Officer for review and approval at least
2 days in advance of the meeting. A summary of meeting highlights and action items
shall be submitted to the Project Officer two days after the meeting.

Subtask 6.3 — Provide a work plan and project management plan.

Within 1 month of the EDOC, the Contractor shall develop and submit to the
AHRQ Project Officer and to the Contracting Officer a comprehensive, descriptive work
plan that addresses the tasks outlined in the RFP and reflecting the issues discussed at
the Kick-off and transition meetings. The Work Plan shall also include an explicit plan
for transition from the prior Stakeholder Engagement contractor to the current contractor
to minimize disruptions in ongoing activities. The work plan shall be updated on an
annual basis, or at mutual agreement between AHRQ and the Contractor.

In addition to the descriptive work plan, the contractor shall deliver to the Project
Officer and to the Contracting Officer a comprehensive electronic project plan including
deliverables, tasks and schedule and provide updates for developing and implementing
the evaluation plan using Microsoft Office Project (version 2003). The electronic project
plan should include a work breakdown structure (WBS) with a minimum of 3 levels of
detail with uniqgue numbering, deliverables, milestones, and Gantt chart. Also, the
contractor shall deliver to the Project Officer a hierarchical-type Project Organization
Chart and a Responsibility Assignment Matrix (RAM).

Subtask 6.4 — Bi-weekly progress meetings and monthly outreach and
engagement coordination meetings.

The Contractor shall schedule a progress meeting with AHRQ staff shall by
conference call or in-person every 2 weeks or upon the request of the AHRQ Project
Officer. These calls will facilitate the Contractor’s ability to discuss task related
progress, any barriers or problems and plans to overcome those problems, future tasks
and plans relevant to the goals and objectives of this RFP, and any administrative
issues relevant to the routine performance of duties. The goal of this call is to facilitate
regular communication between AHRQ and the Contractor about the operations
associated with the contract. The Contractor will be expected to provide a preliminary
call agenda one working day in advance of the call, and a summary of call highlights
and action items two days after the call.
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The Contractor shall also participate in monthly outreach and engagement
coordination meetings with AHRQ and other EHC Program components. (See Subtask
2.5)

Subtask 6.5 — Prepare and Submit Quarterly Reports.

The Contractor shall submit quarterly reports to the Project Officer and to the
Contracting Officer. The reports should detail key activities undertaken during the
previous quarter. The import of these activities for the achievement of Project Goals
should be clear. The Contractor should include materials developed, descriptions of
tools developed, and report on preliminary or interim results. The reports shall also
address any barriers or problems encountered in performance of tasks and how they
were handled or should be addressed; adjustments that are being implemented to
study plans; and planned activities during the next reporting period, including
anticipated staffing requirements, level of effort and cost; and any other issues of which
AHRQ should be aware. The progress reports do not preclude the contractor from
contacting AHRQ regarding any issue that may have a negative impact on the project.

Reports shall be submitted within ten (10) calendar days after the end of the
quarter being reported. The Contractor shall negotiate with the Project Officer an
acceptable alternative date for quarterly progress report submission for those instances
when the tenth calendar day falls on a weekend.

Subtask 6.6 — Prepare and submit an Annual Report.

The Contractor shall prepare an outline, draft and final Annual Report for the
Project Officer that compares work performed in the current year to the work that was
planned for that year. The Annual Report shall also compare work performed in the
current year to the work performed in past years, when possible.

At a minimum, the Annual Reports will include full details on the purpose of the
contract, methods of performance, activities undertaken to accomplish tasks and goals
of the contract and whether the tasks were successfully completed, findings,
conclusions, and recommendations resulting from the work performed.

An outline (to identify substantive content) shall be completed by the 12" month
of the contract, and every 12 months thereafter during the contract period. Draft reports
shall be completed by the 13" month of the contract, and every 12 months thereafter
during the contract period. Final annual reports shall be completed within two weeks
after receipt of PO feedback. This same time cycle of submitting outline, draft, and final
reports will continue if the period of contract performance is extended. The annual
report shall be organized to reflect the structure of the WBS (at a high-level).

Generally, the annual report will include a cover, title page, table of contents, text
with associated graphics, and addenda (e.g., appendices, glossary, bibliography, and
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indices). The main text of the annual report shall address all the tasks listed and
provide all information called for in the scope of work of the contract unless otherwise
specified by the Agency. All reports, including text, tables, and graphics shall be
provided in hard copy and as an electronic file in a format that is acceptable to the
Project Officer (e.g., Microsoft Word).

The annual report shall also include an executive summary that concisely
describes the results to a non-technical audience, which may include but not be limited
to policymakers and program administrators. The executive summary shall be
complete and able to stand alone as a separate document.

The Contractor shall submit the revised/approved report with three (3) hard
copies to the Project Officer, one (1) copy to the Contracting Officer, and one (1)
electronic copy to both the Project Officer and the Contracting Officer.

Subtask 6.7 — Prepare and submit a Final Report.

Two months before the contract ends, the Contractor shall submit a draft Final
Report. It will summarize the full contract experience, such as: (1) accomplishments of
contract objectives; (2) technical specifications; (3) evaluations of barriers encountered;
(4) recommendations to the Agency on ways to improve the process and products. The
Project Officer may suggest revisions or approve the draft. At the end of the final
month of performance, the Contractor shall submit the revised/approved report with four
(4) hard copies to the Project Officer, one (1) copy to the Contracting Officer, and one
(1) electronic copy to both the Project Officer and the Contracting Officer.

Subtask 6.8 — Prepare and submit reports required under ARRA.

This contract will be supported with funds made available through the American
Recovery and Reinvestment Act (ARRA) and, therefore, is subject to ARRA reporting
requirements as described in the Federal Accounting Regulations (FAR) Subpart 4.15—
American Recovery and Reinvestment Act—Reporting Requirements and clause
52.204-11. Web-based training materials that further explain the reporting process for
recipients of ARRA funds may be found at
http://www.whitehouse.gov/Recovery/WebinarTrainingMaterials/.

Subtask 6.9 — Prepare and submit Information Collection Package for Office of
Management and Budget (OMB) clearance.

In consultation with the AHRQ Project Officer and relevant AHRQ personnel,
develop an application for OMB clearance for data collection activities that will be
performed within the Citizens’ Forum. The Contractor shall submit to the Project Officer
an information collection package, including the online submission form, for review and
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approval. The Agency will submit the information collection package to OMB for
clearance.* Approval from OMB may take six (6) to eight (8) months.

One of the principal requirements of the Paperwork Reduction Act (44 U.S.C.
Chapter 35) is that Federal agencies must have OMB approval before collecting
information from the public (such as forms, general questionnaires, surveys,
instructions, and other types of collections) to ensure that information collected from the
public minimizes burden and maximizes public utility®, and they must display the current
OMB control number on the collection form. Further detail about the necessary
clearances for information collection under the Paperwork Reduction Act of 1995 can be
found at http://www.hhs.gov/ocio/policy/collection/index.html

Subtask 6.10 — Comply with Section 508 of the Rehabilitation Act of 1973 (29
U.S.C. 794d).

This language is applicable to Statements of Work (SOW) generated by the
Department of Health and Human Services (HHS) that require a contractor or
consultant to (1) produce content in any format that could be placed on a Department-
owned or Department-funded Web site; or (2) write, create or produce any
communications materials intended for public or internal use; to include reports,
documents, charts, posters, presentations (such as Microsoft PowerPoint) or video
material that could be placed on a Department-owned or Department-funded Web site.

Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d) requires Federal
agencies to purchase electronic and information technologies (EIT) that meet specific
accessibility standards. This law helps to ensure that federal employees with disabilities
have access to, and use of, the information and data they need to do their jobs.
Furthermore, this law ensures that members of the public with disabilities have the
ability to access government information and services.

There are three regulations addressing the requirements detailed in Section 508.
The Section 508 technical and functional standards are codified at 36 CFR Part 1194
and may be accessed through the Access Board’'s Web site at http://www.access-
board.gov. The second regulation issued to implement Section 508 is the Federal
Acquisition Regulation (FAR). FAR Part 39.2 requires that agency acquisitions of
Electronic and Information Technology (EIT) comply with the Access Board’s standards.
The entire FAR is found at Chapter 1 of the Code of Federal Register (CFR) Title 48,
located at http://www.acquisition.gov. The FAR rule implementing Section 508 can be
found at http://www.section508.gov. The third applicable regulation is the HHS
Acquisition Regulation (HHSAR).

Regardless of format, all Web content or communications materials produced for
publication on or delivery via HHS Web sites - including text, audio or video - must

4 http:/ /www.whitehouse.gov/omb/inforeg/infocoll. html#fapraf
5 http:/ /www.archives.gov/federal register/public_laws/paperwork reduction_act/3507.html
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conform to applicable Section 508 standards to allow federal employees and members
of the public with disabilities to access information that is comparable to information
provided to persons without disabilities. All contractors (including subcontractors®) or
consultants responsible for preparing or posting content intended for use on an HHS-
funded or HHS-managed Web site must comply with applicable Section 508
accessibility standards, and where applicable, those set forth in the referenced policy or
standards documents below. Remediation of any materials that do not comply with the
applicable provisions of 36 CFR Part 1194 as set forth in the SOW or PWS, shall be the
responsibility of the contractor or consultant retained to produce the Web-suitable
content or communications material.

References:
HHS Policy for Section 508 Electronic and Information Technology (E&IT)
(January 2005): http://www.hhs.gov/od/Final_Section_508_Policy.html
HHS Section 508 Web site: http://508.hhs.gov/
HHS ASPA Web Communications Division Web site:
http://www.hhs.gov/web/policies/index.html
US General Services Administration (GSA) Section 508 Web site:
http://www.section508.gov/index.cfm

C. PERFORMANCE PERIOD OF CONTRACT

The Contractor shall fully perform all of the tasks specified in this Statement of Work
(SOW), beginning in the first full performance period. Full performance of services shall
be provided for a three (3) year base period funded by ARRA and two (2) option years
(possible funding with annual appropriations based on availability of funds). It should
be noted that the Government is not obligated to exercise any options.

The first full performance period will start on the effective date of contract
(EDOC), and conclude three (3) years later with options to further extend the contract
two (2) additional years.

OPTION YEARS 1 and 2:
Work to be done for the Option periods will be negotiated at the time prior to exercise of

the options and will be based on contractor recommendations to the government as a
result of earlier work during the base period of the contract.

® Prime contractors may enter into subcontracts in the performance of a Federal contract, but the prime
remains obligated to deliver what is called for under the contract.
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SECTION D — PACKAGING AND MARKING

NOT APPLICABLE

SECTION E — INSPECTION AND ACCEPTANCE

E.1 INSPECTION AND ACCEPTANCE

a.)  The Contracting Officer or the duly authorized representative will perform
inspection and acceptance of materials and services to be provided.

b.) For the purposes of this SECTION the Government Project Officer is the
authorized technical representative of the contracting officer.

c.) Inspection and acceptance will be performed at:
Agency for Health Care Research and Quality
540 Gaither Road
Rockville, Maryland 20850
E.2 CLAUSES INCORPORATED BY REFERENCE (FEB 1998)
This contract incorporates the following clause by reference, with the same force and
effect as if it were given in full text. Upon request, the Contracting Officer will make full
text available.

FAR CLAUSE NO. Title and Date

52.246-5 Inspection of Services — Cost
Reimbursement (April 1984)
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SECTION F — PERIOD OF PERFORMANCE AND DELIVERY SCHEDULE

F.1 CLAUSES INCORPORATED BY RFERENCE (FEB 1998)

This contract incorporates the following clauses by reference, with the same force and
effect as if they were given in full text. Upon request, the contracting officer will make a
full text version available.

FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES
FAR Clause No. Title and Date

52.242-15 Stop Work Order (AUG 1989)
Alternate | (APRIL 1984)

F.2 PERIOD OF PERFORMANCE

The Government anticipates the period of performance shall begin on or about July 12,
2010 and run through July 11, 2013 with 2 one-year options (if exercised), from July 12,
2013 through July 11, 2015.

F.3 DELIVERY SCHEDULE

The items specified for delivery below are subject to the review and approval of the
Project Officer (PO) before acceptance. The Contractor shall be required to make
revisions deemed necessary by the PO. The Contractor shall produce the following
scheduled reports/deliverables in the amount, and within the time frame indicated.
Deliverables shall be submitted to the PO, Agency for Health Care Research and
Quiality, 540 Gaither Road, Rockville, Maryland 20850. Draft deliverables are those
submitted to the PO for review. Final deliverables are those incorporating changes
requested by the PO. One electronic copy of the monthly progress report shall be
provided to the Contracting Officer. The Contractor shall submit the following items in
accordance with the stated delivery schedule:

Task | Deliverable Quantity Due Date
1 Literature Review 1 electronic Draft: within 4
copy, 1 hard months EDOC
copy Final: within 6
months EDOC
2.1.1 | Convene Technical Expert By month 6 EDOC
Panel
2.1.1 | Conference Call or email By month 9 EDOC
exchange with Technical
Expert Panel
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2.3 Educational materials 1 electronic As negotiated with
copy, 1 hard Project Officer and at
copy least 1 month prior to

use and
implementation

2.5.3 | Convening of demonstration To begin by 12

groups, including logistical months EDOC and
concerns as approved completed by 21
months EDOC

2.6 Conceptual Framework and 1 electronic Draft: within 7

Methods Document copy, 1 hard months EDOC
copy Final: within 9
months EDOC

2.7 Evaluation Report 1 electronic Within 24 months
copy, 1 hard EDOC
copy

2.8 Manuscript 1 electronic Within 28 months
copy, 1 hard EDOC
copy

3.1 Literature Review 1 electronic Draft: within 8
copy, 3 hard months EDOC
copy Final: within 10

months EDOC

3.2 Review of EHC Infrastructure To be completed

and Processes within 15 months
EDOC
3.3 Convene Expert Panel Within 14 months
EDOC
3.4 | White Paper on Stakeholder 1 electronic Draft: within 17
Engagement copy, 1 hard months EDOC
copy Final: within 19
months
3.4 | Slide Presentation on White Within 19 months
Paper EDOC in conjunction
with Final White
Paper
3.5 Present White Paper to AHRQ At EHC Stakeholder
and the EHC Stakeholder Group Meeting
Group immediately following
final submission of
White Paper
3.6 EHC Stakeholder 1 electronic Draft: within 24
Engagement Conceptual copy, 1 hard months EDOC
Framework and Methods copy Final: within 26

months EDOC
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4.1 | Participation in 1 biennial EPC As scheduled
meeting and 1 annual DEcIDE (DeCIDE meeting
meeting generally occurs in

September)

4.1 Participation in conference Monthly
calls with EHC components to
coordinate stakeholder
outreach and engagement
activities

4.2 Educational or training 1 electronic As negotiated with
materials for stakeholders copy, 1 hard Project Officer and at

copy least 1 month prior to
dissemination

4.3 Opportunities for stakeholder As negotiated with
engagement in EHC Program the PO
research processes

4.4 | Communication documents for As negotiated with
stakeholder engagement PO
opportunities

4.5 Evaluation Plan 1 electronic Draft: within 2

copy, 1 hard months EDOC

copy Final: within 4 month
EDOC

4.5 Evaluation Reports 1 electronic Within 2 months of

copy, 1 hard conclusion of

copy evaluation as
indicated in AHRQ-
approved Work Plan
and Work Breakdown
Structure

5.1 First meeting orientation and Draft to PO: Within 6

meeting materials weeks EDOC
Final to participants:
2 weeks prior to first
meeting

5.1 EHC Stakeholder Group 1 electronic copy | Draft to PO: 3 weeks
meeting agendas and prior to meeting
materials for each meeting or Final to participants: 2
conference call. weeks prior to

meeting

5.1 | Atleast 3 in-person meetings First meeting within 3

per year for the full EHC
Stakeholder Group.

months EDOC,;
Subsequent meetings
approximately every 4
months and as
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negotiated with PO

5.1 Other EHC Stakeholder Group As negotiated with
meetings as proposed. the PO
5.1 EHC Stakeholder Group 1 electronic copy | Draft: 2 weeks after
meeting summaries. meeting;
Final: 1 week after
receiving PO
comments
5.2 Process for disseminating and Within 2 months
following up on Stakeholder EDOC
Group input and ideas
5.3 Communications to EHC Ongoing and as
Stakeholder Group and alumni indicated in AHRQ-
approved Work Plan
and Work Breakdown
Structure
5.4 EHC Stakeholder Group At least 1 month prior
Ambassador materials to use and
dissemination by EHC
Stakeholder Group
members
5.5 EHC Stakeholder Group 1 electronic Within 2 months
Evaluation Plan copy, 1 hard EDOC
copy
5.5 EHC Stakeholder Group 1 electronic Within 2 months of
process and meeting copy, 1 hard conclusion of
evaluation reports copy evaluations and as
indicated in AHRQ-
approved Work Plan
and Work Breakdown
Structure
5.5 Final 2010-2012 EHC 1 electronic At least 2 months
Stakeholder Group Impact copy, 1 hard prior to initiation of
Evaluation copy the 2012-2014
nomination
solicitation and
selection process as
indicated in the
AHRQ-approved
Work Plan and Work
Breakdown Structure
5.6 Processed 2012-2014 Within 1 month of

nominations

final receipt date as
listed in the Federal
Register Notice
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6.1 Kick-off meeting Within 1 week of
EDOC
6.1 | Kick-off meeting agenda 2 days prior to
meeting
6.1 Kick-off meeting summary 2 days after meeting
6.2 Transition meeting with Within 2 weeks of
Scientific Resource Center EDOC
Stakeholder Engagement
Team
6.2 Transition meeting agenda 1 electronic copy | 2 days prior to
meeting
6.2 Transition meeting summary 1 electronic 2 days after meeting
copy, 1 hard
copy
6.3 | Work Plan and Project 2 electronic copy | Within 1 month of
Management Plan with Work | and 2 hard copy; | EDOC
Breakdown Structure, Project | deliver 1 each to
Organization Chart and TOO and to CO
Responsibility Assignment
Matrix. Submit to TOO with
copy to CO.
6.4 | Bi-Weekly Progress Meetings Bi-Weekly or as
negotiated with the
PO
6.4 Bi-Weekly Progress Meeting 1 day prior to
agenda meeting
6.4 Bi-Weekly Progress Meeting 1 electronic copy | 2 days after meeting
Summary
6.5 Quarterly Progress Reports 2 electronic copy | 10 days after end of
and 2 hard copy; | quarter being
deliver 1 each to | reported
TOO and to CO
6.6 Annual Report Three (3) hard Outline: every 12"

copies to the
Project Officer,
one (1) copy to
the Contracting
Officer, and one
(1) electronic
copy to both the
Project Officer
and the
Contracting
Officer.

month of the yearly
cycle;

Draft: every 13"
month of the yearly
cycle;

Final: 2 weeks after
PO approval of Draft
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6.7 Final Report

Four (4) hard
copies to the
Project Officer,
one (1) copy to
the Contracting
Officer, and one
(1) electronic
copy to both the
Project Officer
and the
Contracting
Officer.

Draft: within 2
months of the
contract expiration;
Final: at the end of
the final month of the
contract

6.8 | ARRA Reports

1 electronic copy
to TOO; 1
electronic and 1
hard copy as

As required by ARRA

required by
ARRA
6.9 Information Collection 1 electronic copy | As negotiated with
Package for OMB approval to TOO; 1 the PO and as

electronic and 1
hard copy as
required by OMB

indicated in the
AHRQ-approved
Work Plan and Work
Breakdown Structure

OPTION PERIODS:

OPTION 1: (if exercised) July 12, 2013 — July 11, 2014

OPTION 2: (if exercised) July 12, 2014 — July 11, 2013

Specific deliverable dates to be negotiated at a later date.
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G.2

G.3
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SECTION G — CONTRACT ADMINISTRATION DATA

KEY PERSONNEL

Pursuant to the Key Personnel clause incorporated in Section | of this contract, the
following individual(s) is/are considered to be essential to the work being performed
hereunder:

NAME TITLE
(TO BE COMPLETED AT TIME OF CONTRACT AWARD)

The clause cited above contains a requirement for review and approval by the
Contracting Officer of written requests for a change of Key Personnel reasonably in
advance of diverting any of these individuals from this contract. Receipt of written
requests at least 30 days prior to a proposed change is considered reasonable.

PROJECT OFFICER

The following Project Officer shall represent the Government for the purpose of this
contract:

(TO BE COMPLETED AT TIME OF CONTRACT AWARD)

The Project Officer is responsible for: (1) monitoring the contractor's technical progress,
including the surveillance and assessment of performance and recommending to the
contracting officer changes in requirements; (2) interpreting the statement of work and
any other technical performance requirements; (3) performing technical evaluation as
required; (4) performing technical inspections and acceptances required by this contract;
and (5) assisting in the resolution of technical problems encountered during
performance.

The Contracting Officer is the only person with authority to act as an agent of the
Government under this contract. Only the Contracting Officer has authority to: (1) direct
or negotiate any changes in the statement of work; (2) modify or extend the period of
performance; (3) change the delivery schedule; (4) authorize reimbursement to the
contractor of any costs incurred during the performance of this contract; or (5) otherwise
change any terms and conditions of this contract.

The Government may unilaterally change its Project Officer designation.
INVOICE SUBMISSION
a. INVOICE SUBMISSION

Billing Instructions are attached and made part of this contract. Instructions and the
following directions for the submission of invoices must be followed to meet the



G4

G5
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requirements of a "proper" payment request pursuant to FAR 32.9, and must be in
accordance with the General Provisions clause 52.232-25 Prompt Payment (OCT 2003).
Invoices/financing requests shall be submitted in an original and three copies to:

Contracting Officer

Agency for Healthcare Research and Quality
Division of Contracts Management

540 Gaither Road

Rockville, Maryland 20850

INFORMATION ON VOUCHERS

Q) The Contractor |S REQUIRED to include the following minimum information on
vouchers:

(a) Contractor’s name and invoice date;

(b) Contract Number;

(©) Description and price of services actually rendered;

(d) Other substantiating documentation or information as required by the contract;

(e) Name (where practicable), title, phone number, and complete mailing address or
responsible official to whom payment is to be sent; and

) The Internal Revenue Service Taxpayer Identification Number.

(2) Payment shall be made by:

PSC Finance

Parklawn Building, Room 16-23
5600 Fishers Lane

Rockville, Maryland 20857
Telephone Number (301) 443-6766

INDIRECT COST RATES and FEE

In accordance with Federal Acquisition Regulation (FAR) (48 CFR Chapter 1) Clause
52.216-7, Allowable Cost and Payment, incorporated by reference in this contract, in
Part Il, Section I, the primary contact point responsible for negotiating provisional and/or
final indirect cost rates is the cognizant contracting official as set forth in FAR Subpart
42.7 - Indirect Cost Rates.

Reimbursement will be limited to the rates and time periods covered by the negotiated
agreements. The rates, if negotiated, are hereby incorporated without further action of
the contracting officer.
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ELECTRONIC FUNDS TRANSFER

Pursuant to FAR 52.232-33, Payment by Electronic Funds Transfer - Central Contractor
Registration (OCT 2003), the Contractor shall designate a financial institution for receipt
of electronic funds transfer payments. This designation shall be submitted, in writing, to
the finance office designated in the contract.



SECTION H - SPECIAL CONTRACT REQUIREMENTS

H.1  RELEASE AND USE AND COPYRIGHT OF DATA FIRST PRODUCED FROM WORK
PERFORMED UNDER THIS CONTRACT

(a) Release and Use — Data first produced in the performance of the Contract. As permitted in
FAR 52.227-17, the provisions of this Section H.1 shall apply to any release or use of data first
produced in the performance of the Contract and any analysis, tools, methodologies, or
recorded product based on such data.

(b) Release and Use — Requirements related to confidentiality and quality. To ensure public
trust in the confidentiality protections afforded participants in Agency for Healthcare Research
and Quality (AHRQ)-supported research, AHRQ requires and monitors compliance by its
contractors with section 934(c) of the Public Health Service Act (PHS Act) (42 U.S.C. 299c-
3(c)), which states in part that

No information, if the establishment or person supplying the information or
described in it is identifiable, obtained in the course of activities undertaken or
supported under this title, may be used for any purpose other than the purpose
for which it was supplied unless such establishment or person has consented...to
its use for such other purpose. Such information may not be published or
released in other form if the person who supplied the information or who is
described in it is identifiable unless such person has consented...to its publication
or release in other form.

In addition to this requirement, section 933(b)(1) of the PHS Act (42 U.S.C. 299c-2(b)(1))
requires AHRQ to assure that statistics and analyses developed with Agency support are of
high quality, comprehensive, timely, and adequately analyzed. Accordingly --

(1) prior to the release or use of data based upon work performed under this Contract,
the Contractor agrees to consult with the Project and Contract Officers regarding the
proposed release or use. The Contractor will in good faith consider, discuss, and
respond to any comments or suggested modifications that are provided by AHRQ within
two months of receiving the proposed release or use.

The purpose of such consultation is to assure that:

(A) identifiable information is being used exclusively for the purpose(s) for which it
was supplied or appropriate consents have been obtained;

(B) the confidentiality promised to individuals and establishments supplying
identifiable information or described in it is not violated; and

(C) the quality of statistical and analytical work meets the statutory standards cited
above.

(2) The Contractor must satisfy conditions (1)(A) and (1)(B). At the conclusion of any

consultation required by paragraph (b)(1) above, if AHRQ and the Contractor cannot
agree that a proposed use or release satisfies condition (1)(C) above:
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(A) the research professional at the Contractor responsible for the quality of the
Contract work will, in advance of any release or use of such data, certify in a
letter to the Contracting Officer what differences of opinion cannot be resolved
regarding the statutory standards referenced in condition (1)(C) and the basis for
Contractor assertions that these standards have been met; and

(B) the Contractor must print prominently on the release or other product, or on any
portion that is released, or state prior to any oral presentation or release of such
material, the following disclaimer:

THIS PRESENTATION/ PUBLICATION/OR OTHER PRODUCT IS
DERIVED FROM WORK SUPPORTED UNDER A CONTRACT WITH
THE AGENCY FOR HEALTHCARE RESEARCH AND QUALITY (AHRQ)
(# ). HOWEVER, THIS PRESENTATION/ PUBLICATION/OR OTHER
PRODUCT HAS NOT BEEN APPROVED BY THE AGENCY.

(¢) Required Statement Regarding Protected Information. On all written material or other
recorded products, or preceding any presentation or other oral disclosure, release or use of
material based on identifiable information obtained in the course of work performed under this
contract, the Contractor shall make the following statement:

IDENTIFIABLE INFORMATION ON WHICH THIS REPORT,
PRESENTATION, OR OTHER FORM OF DISCLOSURE IS BASED IS
PROTECTED BY FEDERAL LAW, SECTION 934(c) OF THE PUBLIC
HEALTH SERVICE ACT, 42 U.S.C. 299¢c-3(c). NO IDENTIFIABLE
INFORMATION ABOUT ANY INDIVIDUALS OR ENTITIES SUPPLYING
THE INFORMATION OR DESCRIBED IN IT MAY BE KNOWINGLY
USED EXCEPT IN ACCORDANCE WITH THEIR PRIOR CONSENT.
ANY CONFIDENTIAL IDENTIFIABLE INFORMATION IN THIS REPORT
OR PRESENTATION THAT IS KNOWINGLY DISCLOSED IS
DISCLOSED SOLELY FOR THE PURPOSE FOR WHICH IT WAS
PROVIDED.

(d) Copyright — Data first produced in the performance of the Contract. Subject to the terms of
this Section regarding release and use of data, AHRQ, through its Contracting Officer, will grant
permission under FAR 52.227-17(c)(1)(i) to the Contractor to establish claim to copyright
subsisting in scientific and technical articles based on or containing data first produced in the
performance of this contract that are submitted for publication in academic, technical or
professional journals, symposia proceedings or similar works. When claim to copyright is made,
the Contractor shall affix the applicable copyright notice of 17 U.S.C. 401 or 402 and
acknowledgment of Government sponsorship (including contract number) to the data when such
data are delivered to the Government, as well as when the data are published or deposited for
registration as a published work in the U.S. Copyright Office. In such circumstances, the
Contractor hereby agrees to grant to AHRQ, and others acting on its behalf, a paid-up,
nonexclusive, irrevocable, worldwide license for all such data to reproduce, prepare derivative
works, distribute copies to the public, and perform publicly and display publicly, by or on behalf
of AHRQ. A description of this license will be incorporated into the copyright notices required
above.

(e) Subcontracts. Whenever data, analyses, or other recorded products are to be developed by
a subcontractor under this Contract, the Contractor must include the terms of H.1 in the
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subcontract, without substantive alteration, with a provision that the subcontractor may not
further assign to another party any of its obligations to the Contractor. No clause may be
included to diminish the Government’s stated requirements or rights regarding release or use of
products or materials based on data derived from work performed under this contract.

H.2 RIGHTS IN DATA — SPECIAL WORKS

FAR 52.227-17 Rights in Data — Special Works is hereby incorporated by
reference.

H.3 LACK OF COMPLIANCE WITH REQUIREMENTS FOR RELEASE OR USE

Failure to submit materials for statutorily mandated confidentiality and statistical and analytic
quality reviews as required by Section H.2 of this contract will be viewed as a material violation
and breach of the terms of this contract, as the requirements of this provision are necessary for
AHRQ to carry out its statutory obligations and responsibilities. Records of the Contractor's
performance, including the Contractor's performance pertaining to this Contract, will be
maintained in AHRQ's Contracts Management Office and will be considered as an element of
past performance which is part of all subsequent competitive contract proposal reviews.

H.4  SUBCONTRACTS

The contractor must include in any subcontracts executed or used to provide the support
specified in this contract the terms of requirements H.1, H.2, H.3, and H.6. These
requirements are to be included without substantive alteration, and no clause may be
included to diminish these requirements.

Award of any subcontract is subject to the written approval of the Contracting Officer
upon review of the supporting documentation as required by FAR Clause 52.215-12,
Subcontractor Cost or Pricing Data, of the General Clauses incorporated into this
contract. A copy of the signed subcontract shall be provided to the Contracting Officer.

H5 LATE PAYMENTS TO THE GOVERNMENT

Late payment of debts owed the Government by the Contractor, arising from whatever cause,
under this contract/order shall bear interest at a rate or rates to be established in accordance

with the Treasury Fiscal Requirements Manual. For purposes of this provision, late payments
are defined as payments received by the Government more than 30 days after the Contractor
has been natified in writing by the Contracting Officer of:

a. The basis of indebtedness.
b. The amount due.
C. The fact that interest will be applied if payment is not received within 30 days

from the date of mailing of the notice.

d. The approximate interest rate that will be charged.
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H.6 PRIVACY ACT

The Privacy Act clauses cited in Section | (FAR 52.224-1 and 52.224-2) are applicable to the
consultant records kept by the Contractor for the Agency for Healthcare Research and Quality.

You are hereby notified that the Contractor and its employees are subject to criminal penalties
for violations of the Act (5 U.S.C. 552a(i)) to the same extent as employees of the Department.
The Contractor shall assure that each Contractor employee is aware that he/she can be
subjected to criminal penalties for violations of the Act. Disposition instructions: Records are to
be destroyed after contract closeout is completed and final payment is made and in accordance
with IRS regulations.

H.7 SALARY RATE LIMITATION (JANUARY 2009)

Pursuant to the applicable Public Law cited in the table below, the Contractor shall not use
contract funds to pay the direct salary of an individual at a rate in excess of the salary level in
effect on the date the expense is incurred as shown in the table below.

For purposes of the salary limitation, the terms direct salary, salary, and institutional base salary
have the same meaning and are collectively referred to as direct salary in this clause. An
individual's direct salary is the annual compensation that the Contractor pays for an individual's
appointment whether that individual's time is spent on research, teaching, patient care, or other
activities. Direct salary excludes any income that an individual may be permitted to earn outside
of duties to the Contractor. Direct salary also excludes fringe benefits, overhead, and general
and administrative expenses (also referred to as indirect costs or facilities and administrative
[F&A] costs).

The salary rate limitation also applies to individuals performing under subcontracts. However, it
does not apply to fees paid to consultants. If this is a multiple-year contract, it may be subject to
unilateral modification by the Contracting Officer to ensure that an individual is not paid at a rate
that exceeds the salary rate limitation provision established in the HHS appropriations act in
effect when the expense is incurred regardless of the rate initially used to establish contract
funding.

Public law Period Covered Salary Limitation
(based on Executive Level I)
Public Law 111-117 1/1/10 — Until revised $199,700

Omnibus Appropriations Act, 2010

H.8 SECTION 508 COMPLIANCE

This language is applicable to Statements of Work (SOW) or Performance Work Statements
(PWS) generated by the Department of Health and Human Services (HHS) that require a
contractor or consultant to (1) produce content in any format that could be placed on a
Department-owned or Department-funded Web site; or (2) write, create or produce any
communications materials intended for public or internal use; to include reports, documents,
charts, posters, presentations (such as Microsoft PowerPoint) or video material that could be
placed on a Department-owned or Department-funded Web site.
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Section 508 of the Rehabilitation Act of 1973 (29 U.S.C. 794d) requires Federal agencies to
purchase electronic and information technologies (EIT) that meet specific accessibility
standards. This law helps to ensure that federal employees with disabilities have access to, and
use of, the information and data they need to do their jobs. Furthermore, this law ensures that
members of the public with disabilities have the ability to access government information and
services.

There are three regulations addressing the requirements detailed in Section 508. The Section
508 technical and functional standards are codified at 36 CFR Part 1194 and may be accessed
through the Access Board’s Web site at http://www.access-board.gov. The second regulation
issued to implement Section 508 is the Federal Acquisition Regulation (FAR). FAR Part 39.2
requires that agency acquisitions of Electronic and Information Technology (EIT) comply with
the Access Board’s standards. The entire FAR is found at Chapter 1 of the Code of Federal
Register (CFR) Title 48, located at http://www.acquisition.gov. The FAR rule implementing
Section 508 can be found at http://www.section508.gov. The third applicable regulation is the
HHS Acquisition Regulation (HHSAR).

Regardless of format, all Web content or communications materials produced for publication on
or delivery via HHS Web sites - including text, audio or video - must conform to applicable
Section 508 standards to allow federal employees and members of the public with disabilities to
access information that is comparable to information provided to persons without disabilities. All
contractors (including subcontractors 1) or consultants responsible for preparing or posting
content intended for use on an HHS-funded or HHS-managed Web site must comply with
applicable Section 508 accessibility standards, and where applicable, those set forth in the
referenced policy or standards documents below. Remediation of any materials that do not
comply with the applicable provisions of 36 CFR Part 1194 as set forth in the SOW or PWS,
shall be the responsibility of the contractor or consultant retained to produce the Web-suitable
content or communications material.

1 - Prime contractors may enter into subcontracts in the performance of a Federal contract, but
the prime remains obligated to deliver what is called for under the contract.

References:
HHS Policy for Section 508 Electronic and Information Technology (E&IT) (January
2005): http://lwww.hhs.gov/od/Final_Section_508_Policy.html
HHS Section 508 Web site: http://508.hhs.gov/
HHS ASPA Web Communications Division Web site:
http://www.hhs.gov/web/policies/index.html
US General Services Administration (GSA) Section 508 Web site:
http://www.section508.gov/index.cfm
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The following 3 FAR Clauses are related to the special funding of this contract and are provided in
full text below:

H.9 52.203-15 Whistleblower Protections Under the American Recovery and
Reinvestment Act of 2009.

WHISTLEBLOWER PROTECTIONS UNDER THE AMERICAN RECOVERY AND REINVESTMENT ACT 2009
(MAR 2009)

(a) The Contractor shall post notice of employees rights and remedies for whistleblower
protections provided under section 1553 of the American Recovery and Reinvestment Act of
2009 (Pub. L. 111-5).

(b) The Contractor shall include the substance of this clause including this paragraph (b) in all
subcontracts.

H.10 52.204-11 American Recovery and Reinvestment Act—Reporting Requirements
AMERICAN RECOVERY AND REINVESTMENT ACT—REPORTING REQUIREMENTS (MAR 2009)

(a) Definitions. As used in this clause—

“Contract”, as defined in FAR 2.101, means a mutually binding legal relationship obligating
the seller to furnish the supplies or services (including construction) and the buyer to pay for
them. It includes all types of commitments that obligate the Government to an expenditure of
appropriated funds and that, except as otherwise authorized, are in writing. In addition to
bilateral instruments, contracts include (but are not limited to) awards and notices of awards; job
orders or task letters issued under basic ordering agreements; letter contracts; orders, such as
purchase orders, under which the contract becomes effective by written acceptance or
performance; and bilateral contract modifications. Contracts do not include grants and
cooperative agreements covered by 31 U.S.C. 6301, et seq. For discussion of various types of
contracts, see FAR Part 16.

“First-tier subcontract” means a subcontract awarded directly by a Federal Government prime
contractor whose contract is funded by the Recovery Act.

“Jobs created” means an estimate of those new positions created and filled, or previously
existing unfilled positions that are filled, as a result of funding by the American Recovery and
Reinvestment Act of 2009 (Recovery Act). This definition covers only prime contractor positions
established in the United States and outlying areas (see definition in FAR 2.101). The number
shall be expressed as “full-time equivalent” (FTE), calculated cumulatively as all hours worked
divided by the total number of hours in a full-time schedule, as defined by the contractor. For
instance, two full-time employees and one part-time employee working half days would be
reported as 2.5 FTE in each calendar quarter.

“Jobs retained” means an estimate of those previously existing filled positions that are
retained as a result of funding by the American Recovery and Reinvestment Act of 2009
(Recovery Act). This definition covers only prime contractor positions established in the United
States and outlying areas (see definition in FAR 2.101). The number shall be expressed as “full-
time equivalent” (FTE), calculated cumulatively as all hours worked divided by the total number
of hours in a full-time schedule, as defined by the contractor. For instance, two full-time
employees and one part-time employee working half days would be reported as 2.5 FTE in each
calendar quarter.
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“Total compensation” means the cash and noncash dollar value earned by the executive
during the contractor’s past fiscal year of the following (for more information see 17 CFR
229.402(c)(2)):

(1) Salary and bonus.

(2) Awards of stock, stock options, and stock appreciation rights. Use the dollar amount
recognized for financial statement reporting purposes with respect to the fiscal year in
accordance with the Statement of Financial Accounting Standards No. 123 (Revised 2004)
(FAS 123R), Shared Based Payments.

(3) Earnings for services under non-equity incentive plans. Does not include group life,
health, hospitalization or medical reimbursement plans that do not discriminate in favor of
executives, and are available generally to all salaried employees.

(4) Change in pension value. This is the change in present value of defined benefit and
actuarial pension plans.

(5) Above-market earnings on deferred compensation which is not tax-qualified.

(6) Other compensation. For example, severance, termination payments, value of life
insurance paid on behalf of the employee, perquisites or property if the value for the executive
exceeds $10,000.

(b) This contract requires the contractor to provide products and/or services that are funded
under the American Recovery and Reinvestment Act of 2009 (Recovery Act). Section 1512(c) of
the Recovery Act requires each contractor to report on its use of Recovery Act funds under this
contract. These reports will be made available to the public.

(c) Reports from contractors for all work funded, in whole or in part, by the Recovery Act, and
for which an invoice is submitted prior to June 30, 2009, are due no later than July 10, 2009.
Thereafter, reports shall be submitted no later than the 10th day after the end of each calendar
quarter.

(d) The Contractor shall report the following information,
using the online reporting tool available at www.FederalReporting.gov.

(1) The Government contract and order number, as applicable.

(2) The amount of Recovery Act funds invoiced by the contractor for the reporting period. A
cumulative amount from all the reports submitted for this action will be maintained by the
government’s on-line reporting tool.

(3) A list of all significant services performed or supplies delivered, including construction,
for which the contractor invoiced in this calendar quarter.

(4) Program or project title, if any.

(5) A description of the overall purpose and expected outcomes or results of the contract,
including significant deliverables and, if appropriate, associated units of measure.

(6) An assessment of the contractor’s progress towards the completion of the overall
purpose and expected outcomes or results of the contract (i.e., not started, less than 50 percent
completed, completed 50 percent or more, or fully completed). This covers the contract (or
portion thereof) funded by the Recovery Act.

(7) A narrative description of the employment impact of work funded by the Recovery Act.
This narrative should be cumulative for each calendar quarter and only address the impact on
the contractor’s workforce. At a minimum, the contractor shall provide—

() A brief description of the types of jobs created and jobs retained in the United States
and outlying areas (see definition in FAR 2.101). This description may rely on job titles, broader
labor categories, or the contractor’s existing practice for describing jobs as long as the terms
used are widely understood and describe the general nature of the work; and

(ii) An estimate of the number of jobs created and jobs retained by the prime contractor,
in the United States and outlying areas. A job cannot be reported as both created and retained.
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(8) Names and total compensation of each of the five maost highly compensated officers of
the Contractor for the calendar year in which the contract is awarded if—

(i) In the Contractor’s preceding fiscal year, the Contractor received—

(A) 80 percent or more of its annual gross revenues from Federal contracts (and
subcontracts), loans, grants (and subgrants) and cooperative agreements; and

(B) $25,000,000 or more in annual gross revenues from Federal contracts (and
subcontracts), loans, grants (and subgrants) and cooperative agreements; and

(ii) The public does not have access to information about the compensation of the senior
executives through periodic reports filed under section 13(a) or 15(d) of the Securities Exchange
Act of 1934 (15 U.S.C. 78m(a), 780(d)) or section 6104 of the Internal Revenue Code of 1986.

(9) For subcontracts valued at less than $25,000 or any subcontracts awarded to an
individual, or subcontracts awarded to a subcontractor that in the previous tax year had gross
income under $300,000, the Contractor shall only report the aggregate number of such first tier
subcontracts awarded in the quarter and their aggregate total dollar amount.

(10) For any first-tier subcontract funded in whole or in part under the Recovery Act, that is
over $25,000 and not subject to reporting under paragraph 9, the contractor shall require the
subcontractor to provide the information described in (i), (ix), (x), and (xi) below to the contractor
for the purposes of the quarterly report. The contractor shall advise the subcontractor that the
information will be made available to the public as required by section 1512 of the Recovery Act.
The contractor shall provide detailed information on these first-tier subcontracts as follows:

(i) Unique identifier (DUNS Number) for the subcontractor receiving the award and for
the subcontractor’s parent company, if the subcontractor has a parent company.

(i) Name of the subcontractor.

(iii) Amount of the subcontract award.

(iv) Date of the subcontract award.

(v) The applicable North American Industry Classification System (NAICS) code.

(vi) Funding agency.

(vii) A description of the products or services (including construction) being provided
under the subcontract, including the overall purpose and expected outcomes or results of the
subcontract.

(viii) Subcontract number (the contract number assigned by the prime contractor).

(ixX) Subcontractor’s physical address including street address, city, state, and country.
Also include the nine-digit zip code and congressional district if applicable.

(x) Subcontract primary performance location including street address, city, state, and
country. Also include the nine-digit zip code and congressional district if applicable.

(xi) Names and total compensation of each of the subcontractor’s five most highly
compensated officers, for the calendar year in which the subcontract is awarded if—

(A) In the subcontractor’s preceding fiscal year, the subcontractor received—
(1) 80 percent or more of its annual gross revenues in Federal contracts (and
subcontracts), loans, grants (and subgrants), and cooperative agreements; and
(2) $25,000,000 or more in annual gross revenues from Federal contracts (and
subcontracts), loans, grants (and subgrants), and cooperative agreements; and
(B) The public does not have access to information about the compensation of the
senior executives through periodic reports filed under section 13(a) or 15(d) of the Securities
Exchange Act of 1934 (15 U.S.C. 78m(a), 780(d)) or section 6104 of the Internal Revenue Code
of 1986.
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H.11 52.215-2 Audit and Records—Negotiation
AUDIT AND RECORDS—NEGOTIATION (MAR 2009)

(a) As used in this clause, “records” includes books, documents, accounting procedures and
practices, and other data, regardless of type and regardless of whether such items are in written
form, in the form of computer data, or in any other form.

(b) Examination of costs. If this is a cost-reimbursement, incentive, time-and-materials, labor-
hour, or price redeterminable contract, or any combination of these, the Contractor shall
maintain and the Contracting Officer, or an authorized representative of the Contracting Officer,
shall have the right to examine and audit all records and other evidence sufficient to reflect
properly all costs claimed to have been incurred or anticipated to be incurred directly or
indirectly in performance of this contract. This right of examination shall include inspection at all
reasonable times of the Contractor’s plants, or parts of them, engaged in performing the
contract.

(c) Cost or pricing data. If the Contractor has been required to submit cost or pricing data in
connection with any pricing action relating to this contract, the Contracting Officer, or an
authorized representative of the Contracting Officer, in order to evaluate the accuracy,
completeness, and currency of the cost or pricing data, shall have the right to examine and audit
all of the Contractor’s records, including computations and projections, related to—

(1) The proposal for the contract, subcontract, or modification;

(2) The discussions conducted on the proposal(s), including those related to negotiating;

(3) Pricing of the contract, subcontract, or modification; or

(4) Performance of the contract, subcontract or modification.

(d) Comptroller General.—

(1) The Comptroller General of the United States, or an authorized representative, shall
have access to and the right to examine any of the Contractor’s directly pertinent records
involving transactions related to this contract or a subcontract hereunder and to interview any
current employee regarding such transactions.

(2) This paragraph may not be construed to require the Contractor or subcontractor to
create or maintain any record that the Contractor or subcontractor does not maintain in the
ordinary course of business or pursuant to a provision of law.

(e) Reports. If the Contractor is required to furnish cost, funding, or performance reports, the
Contracting Officer or an authorized representative of the Contracting Officer shall have the right
to examine and audit the supporting records and materials, for the purpose of evaluating—

(1) The effectiveness of the Contractor’s policies and procedures to produce data
compatible with the objectives of these reports; and

(2) The data reported.

(f) Availability. The Contractor shall make available at its office at all reasonable times the
records, materials, and other evidence described in paragraphs (a), (b), (c), (d), and (e) of this
clause, for examination, audit, or reproduction, until 3 years after final payment under this
contract or for any shorter period specified in Subpart 4.7, Contractor Records Retention, of the
Federal Acquisition Regulation (FAR), or for any longer period required by statute or by other
clauses of this contract. In addition—

(1) If this contract is completely or partially