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EXECUTIVE SUMMARY

Patient registries are an important tool for collecting observational, real-world clinical data, and they are
increasingly used by a variety of stakeholders for a broad range of purposes. This growing interest has
created a need for current information on best practices for planning, operating, evaluating, and
analyzing data from patient registries, as well as information on other practical issues in registry science.
A Web-based, collaborative forum is a potential way to meet the information needs of registry
developers and users.

The objectives of this project are to determine the potential value of a Web-based collaborative forum,
identify stakeholders’ needs for such a forum, and propose possible strategies to create a forum. A key
component of this project is engagement with stakeholders, including Federal partners, funding
agencies, industry sponsors, researchers, health care providers, payers, and patients, to ensure that
their views are considered and incorporated. The goal of this paper is to provide actionable information
to the Agency for Healthcare Research and Quality (AHRQ) for developing a Web-based collaborative
forum, should it be determined that such a forum will be both feasible and valuable.

Information for this project was collected through background research and stakeholder engagement
activities. Literature reviews and Internet searches were conducted to define the concepts of “Web-
based, collaborative forum” and “community of practice (CoP),” and to identify and characterize existing
examples of Web-based forums. Stakeholder perspectives were gathered through an in-person
stakeholder meeting, held in March 2012. Over 70 stakeholders attended the meeting, where invited
speakers from existing Web-based CoPs educated them about the concept of CoPs and lessons learned
from their experience managing CoPs. Stakeholders shared their perspectives on the need for a Web-
based CoP on patient registries and described the features that they would like to see in such a forum.

Stakeholders clearly articulated the consensus that a Web-based CoP is needed and would be welcomed
in the domain of patient registries. They agreed that the added value of such a Web-based CoP would
primarily be determined by the extent to which it was relevant to their work and helped them to do
their work better, faster, or more easily. Secondary goals mentioned by stakeholders included
facilitating networking, interaction, and collaboration; improving efficiencies in resource use and
reducing duplication of effort; improving patient care and outcomes; providing an organized system for
learning and information sharing; and serving as a collective voice for registries. Stakeholders also
suggested requirements for the governance, management, and technical features of the CoP.

The background research and the input from stakeholders suggest that a Web-based CoP is a feasible,
practical way to provide current information on patient registry best practices and methods to a diverse
set of stakeholder. The Web-based CoP should be designed to meet the primary and secondary goals as
stated above and should be hosted on an independent Web site, using an off-the-shelf technology
platform, of which there are many options. The Web site should be able to facilitate discussion forums,
a resources section, member directory, webinars, and teleconferences. The sponsor of the Web-based
CoP should be one or more entities that are perceived as unbiased; stakeholders mentioned AHRQ or a
public-private partnership as possible sponsorship models. The CoP should be governed by an advisory
group or steering committee comprised of representatives from multiple relevant registry stakeholder
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groups. A charter and communication plan should be written, and plans for sustained funding should be
outlined. Membership for the Web-based CoP should be broadly open and not restricted by factors
such as geographic location or experience level. The topical direction and marketing plan for the CoP
should be informed by member input.

Launching and maintaining a Web-based CoP on patient registries is feasible from a technical and
operational standpoint, as is demonstrated by the many examples of Web-based CoPs in other domains.
Cost drivers include the type of sponsor (a Federal agency sponsor introduces additional administrative
and regulatory requirements), the scope of the CoP (including the range of topics covered), and the level
of active moderation and content generation conducted by CoP staff. Immediate next steps for AHRQ,
should it decide to establish a Web-based CoP on patient registries, include determining the scope and
target audience of the Web-based CoP; determining what internal and external resources are available
for this initiative; establishing a stakeholder steering committee; and determining the functional
requirements for the technology platform.
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INTRODUCTION

Patient registries are receiving increased attention as an important tool for collecting observational,
real-world data to fulfill multiple purposes. Broadly, a patient registry is “an organized system that uses
observational study methods to collect uniform data (clinical and other) to evaluate specified outcomes
for a population defined by a particular disease, condition, or exposure, and that serves one or more
predetermined scientific, clinical, or policy purposes.”*

Registries are used by a variety of stakeholders for a broad range of purposes. Clinicians value the
ability of registries to rapidly collect data about disease presentation and outcomes from large numbers
of patients, producing a real-world picture of disease, current treatment practices, and outcomes.
Physician organizations use registry data to benchmark physicians’ performance against evidence-based
guidelines, focus attention on specific aspects of a particular disease that might otherwise be
overlooked, or provide data for clinicians to compare themselves with their peers. For a payer,
registries can provide detailed information from large numbers of patients, including how procedures,
devices, or pharmaceuticals are actually used and on their effectiveness in different populations, which
could be useful in determining coverage policies. For a drug or device manufacturer, a registry-based
study might demonstrate the performance of a product in the real world or meet a post-marketing
commitment for safety surveillance.?

Government agencies and other funding sources also are increasingly interested in patient registries as a
component of evidence-based medicine. In 2010, Congress authorized the formation of the Patient-
Centered Outcomes Research Institute (PCORI) “to conduct research to provide information about the
best available evidence to help patients and their health care providers make more informed

decisions.”?

PCORI recently published a draft methodology report that highlights patient registries as a
potential source of evidence for patient-centered outcomes research.* The Agency for Healthcare
Research and Quality (AHRQ) has also made significant investments to further the science of patient
registries. AHRQ has funded the development of Registries for Evaluating Patient Outcomes: A User’s
Guide, which provides comprehensive information on planning, designing, operating, analyzing, and
evaluating patient registries. The document was first published in 2007, with a second edition published
in 20101 and a third edition forthcoming in 2013. In addition, AHRQ has funded the development of the
Registry of Patient Registries (ROPR), a searchable database of existing patient registries in the U.S.”
Through its Effective Health Care Program and Developing Evidence to Inform Decisions about

Effectiveness (DEcIDE) Network, AHRQ has a history of promoting the development of registry methods.

Rationale

The increased interest in and use of registries has led to a growing need for current information on best
practices in registry methods and science relevant to the broad range of stakeholders. Print and online
resources, such as Registries for Evaluating Patient Outcomes: A User’s Guide, provide valuable
information on these issues, but they are typically static documents and are invariably limited in breadth
of topics and speed of updates. In addition, many emerging areas of registry science are too new to be
summarized in a formal document but still merit considerable debate and discussion. A Web-based,
collaborative forum is a potential way to meet the growing information needs of registry developers and
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users. The primary purpose of such a forum would be to facilitate the exchange of information among
persons interested in learning more about patient registries. An open, collaborative forum could thus
complement more carefully vetted publications in many ways and would also be a natural dissemination
pathway for registry-related work or findings produced by AHRQ and other Federal partners. The idea
of a “Web-based collaborative forum” reflects the broader concept of a “community of practice” (CoP),
as discussed in the Background Research section below. Such a CoP for patient registries could also be
an important next step in AHRQ's evolving strategy to advance the science and use of patient registries
and to fulfill AHRQ’s broader mission of improving the quality, safety, efficiency, and effectiveness of
health care for all Americans.

Project Objectives

The objectives of this project are to determine the potential value of a Web-based collaborative forum,
identify stakeholders’ needs for such a forum, and propose possible strategies to create a forum. A key
component of this project is engagement with stakeholders, including Federal partners, funding
agencies, industry sponsors, researchers, health care providers, payers, and patients, to ensure that
their views are considered and incorporated. The goal of this paper is to provide actionable information
to AHRQ for developing a Web-based collaborative forum (should it be determined that such a forum
will be both feasible and valuable) that will be relevant to the needs of the Medicare, Medicaid, and
other Federal health care programs and will reflect the overall goals of the Effective Health Care
program.

This report begins by describing the background research and stakeholder engagement activities that
were conducted as part of this project. The report then summarizes the findings from these activities
and presents recommendations for the goals and objectives, technical features, governance, and
management of a Web-based CoP. The report concludes by discussing the feasibility of such a forum
and proposing next steps for AHRQ. Appendix A contains a glossary of technical terms used throughout
this report.

METHODS

Information for this project was gathered through literature reviews, Internet searches, discussions, and
a large in-person stakeholder meeting. Literature reviews and Internet searches focused on two areas:
1) defining the concepts of “Web-based, collaborative forum” and “community of practice,” and 2)
identifying existing examples of Web-based CoPs or forums that served a variety of audiences and were
managed by a variety of different types of sponsors. Relevant information was located through
electronic searches of PubMed, Google, Google Scholar, ClinicalTrials.gov, and other electronic
databases, as well as review of other public information, such as Web sites and press releases.
Discussions were conducted with individuals with experience in developing or managing Web-based
CoPs.

Information about existing CoP and forum examples was collected to understand their purpose, target
audience, key features and services, and infrastructure (technology, human resources, funding). In the
course of this research, three individuals with experience in initiating and managing Web-based CoPs or
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forums in both health care and non-health care related fields were identified. Following continued and
in-depth discussions with these individuals, they accepted invitations to speak on their experiences at
the in-person stakeholder meeting held for this project. Their experience is summarized below.

e Joanne Cashman, EdD, is project director for the IDEA Partnership, sponsored by the Office of
Special Education Programs (OSEP) in the U.S. Department of Education. The IDEA Partnership
aims to create opportunities for partner organizations to work across Federal agencies, Federal
investments, national organizations, State agencies, and stakeholder groups to build capacity of
States, districts, and schools to improve results for students with disabilities and to learn to
share the implementation of the Individual with Disabilities Education Act (IDEA).

e Margaret Farrell, MPH, RD, is communications specialist at the National Cancer Institute (NCI),
National Institutes of Health (NIH). Ms. Farrell provides programmatic leadership for Research
to Reality, NCI’s online CoP for cancer control researchers and practitioners.

e Mamie Jennings Mabery, MA, MLn, is acting director of the Knowledge Management Office
within the Office for State, Tribal, Local and Territorial Support (OSTLTS) at the Centers for
Disease Control and Prevention (CDC) in Atlanta, Georgia. Ms. Mabery launched a Communities
of Practice program in 2008 to foster more collaboration across the health system. As manager
of that program, Mamie and her team created an online CoP Resource Kit® for learning about
and launching CoPs, and co-created phConnect, a Web-based collaboration platform that now
supports more than 4,000 public health professionals in over 120 active communities.

The in-person stakeholder meeting was held on March 26, 2012 in Arlington, Virginia to gather
stakeholder perspectives. The meeting combined presentations from guest speakers educating
stakeholders about the concept of CoPs and real-world examples of CoPs with open discussion and
feedback from stakeholders. The agenda from this meeting is included as Appendix B.

A total of 73 stakeholders attended the meeting in person or remotely via teleconference. Participation
was evenly distributed between researchers (e.g., academia, American Institutes for Research), health
care providers and provider associations (e.g., American College of Rheumatology, American Academy
of Family Physicians), government (e.g., NIH, Food and Drug Administration, CDC), industry (e.g.,
software and pharmaceutical companies), payer (e.g., Centers for Medicare and Medicaid Services,
Humana, America’s Health Insurance Plans), and patient representatives (e.g., Cystic Fibrosis
Foundation, National Psoriasis Foundation, National Foundation for Celiac Awareness), as displayed in
Figure 1.
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Figure 1: Meeting Participants by Stakeholder Group (N=73)
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To ensure accurate documentation of the stakeholder perspectives expressed at the meeting, an audio
recording of the meeting proceedings was produced. Stakeholders were seated in groups according to
stakeholder type and were encouraged to designate an individual to take notes during the small group
discussion portions of the meeting. These notes were returned to xxxxx staff after the meeting. During
the large group discussions, xxxxx staff took notes on large flipcharts to document the ideas expressed
and any consensus reached. Together with the audio recording of the meeting and the background
research conducted previously, these notes were then used to inform the findings and
recommendations presented in this report.

BACKGROUND RESEARCH

Communities of Practice

As noted above, the idea of a “Web-based collaborative forum” expressed in this task order reflects the
broader concept of a CoP. CoPs are formed by people interested in particular domains of human
endeavor who seek to learn more from each other through a process of ongoing interaction. Etienne
Wenger, an educational theorist and practitioner, offers the following definition, “Communities of
practice are groups of people who share a concern, a set of problems, or a passion about a topic, and
who deepen their knowledge and expertise in this area by interacting on an ongoing basis.”” Wenger
and anthropologist Jean Lave coined the term while studying apprenticeship as a learning model to refer
to the complex set of social relationships that act as a living curriculum for apprentice. Sometimes
referred to as learning networks, thematic groups, or tech clubs, CoPs can be found in many
environments, including business, education, public health, professional associations, and international
development.

CoPs share three primary characteristics.
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e The domain is a topic, issue, or concern of interest shared by the individuals who participate in
the community. Participation implies a commitment to the domain and a shared competence
that distinguishes members from other people.

o The community forms as members share information and engage in discussions and other
helpful activities in pursuing their interest in the domain. These relationships enable them to
learn from one another. As such, a Web site in itself would not be considered a CoP. Rather,
the individuals who use the Web site and perhaps other mechanisms (e.g., in-person meetings)
to facilitate learning would be considered a CoP.

e The practice that members develop together refers to the common repertoire of resources they
discover and use over time, including experiences, stories, tools, and ways of addressing
recurring problems. Forming these collected resources takes time and sustained interaction.

Communities develop their practice by responding to the practical needs of members. These activities
commonly take the form of problem solving; articulating and responding to requests for information;
seeking out the experiences of one another; reusing assets (e.g., proposals, letters, formulas); discussing
developments (e.g., new technologies, regulations, research findings); documenting developments (e.g.,
case studies, data collection); conducting site visits; mapping knowledge and identifying gaps (e.g.,
research agenda setting); and coordinating and conducting special projects.

Four key processes are central to fostering a learning environment for CoP members, as illustrated in
Figure 2. Diverse members “bring the practice in” by describing their experience and sharing stories.
Members also “push the practice forward” by encouraging the examination and development of their
practice, questioning assumptions, and exploring new ideas. The CoP helps members “create self-
representation” by deriving lessons and finding ways to represent its learning in useful artifacts.
Together, the members take time as a community to “reflect on and self-design” their learning
processes, so that they can continuously improve the CoP for each other.?

CoPs can vary greatly in form and size. They can form within an organization or connect individuals
across various organizations. They may be formally recognized and supported by a budget, or relatively
informal. Some are quite small in terms of the number of members or geographic boundaries, while
others are large in number and global in reach.
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Figure 2: Learning Processes in a Community of Practice!
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While a CoP is typically driven by a core group of people who are passionate and devote time to helping
to lead the community, not all the members necessarily participate equally. Multiple levels of
participation usually exist, reflecting differences in members’ perspectives, needs, and ambitions. As
illustrated in Figure 3 below, in addition to the core group that energizes the community, other active
participants are recognized as practitioners and help define the community, even if they are not always
in agreement about where the group is headed.’ Occasional participants are those who only participate
when the topic is of special interest, when they have something specific to contribute, or when they get
involved with a special project. Peripheral participants are those who have a sustained connection to
the community, but are less engaged due to their recent arrival or lower level of personal commitment
to the practice. Transactional participants are individuals who occasionally interact with the community
to provide or receive a service or artifact (e.g., publication, Web site, tool), but are not members
themselves. Members may move in and out these categories over the life of the community, even as
more specialized subgroups or constituencies also may form within the larger community.

Wenger has identified the three key factors for successful CoPs: identification, leadership, and time.
Accurately negotiating the domain (i.e., scope) of a CoP allows members to identify with its purpose and
also to derive a new identity as a participant in the CoP. Ensuring that a core group of leaders steps up
to nurture the community and “take care of logistics” guards against the loss of momentum and
member interest. Finally, members are keenly aware of the other priorities that compete for their time,
so it is important to ensure a “high value for time” ratio for members.™

'Used with permission. Wenger E, Trayner B. Personal e-mail communication. 21 September 2012. Resource list
available at: . Last accessed on 26 September 2012.
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Figure 3: Levels of Participation in a Community of Practicet
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Examples of Web-based CoPs

The concept of a Web-based or online CoP is not a new one; in fact, Web-based CoPs have been used to
support audiences and purposes as varied as nursing,'" nurse midwifery,'>** community health
nursing,'* pre-service education,™ occupational therapy,'® equine science and management,*’
orthopedic surgery,'® and oral medicine.’* Web-based CoPs have also been proposed as a tool for use in
health policy implementation in low-income countries,?® pediatric chronic disease management,”
emergency clinical care,?” general practice,”® and mental health care provision in rural areas.”* Several

representative examples of existing Web-based CoPs in health care and education are profiled below.

phConnect
phConnect ( ) is a professional networking and collaboration site for public health,

sponsored by the CDC and its public health partners, with over 5,000 members as of August 2012.
Although membership is open to anyone with experience or interest in public health, regardless of
physical location, registration and creation of a member profile is required. Within phConnect,
members can participate in one or more communities or launch a community focusing on a particular
public health topic. Technical features of the phConnect Web site include discussion forums, an events
calendar highlighting upcoming webinars and in-person meetings that may be of interest to members,
an announcements section, and a video library.

f Reprinted with permission. Wenger E, Trayner B. “Slide: Levels of participation.” Available at:
. Last accessed on 17 September 2012.
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Research to Reality

Research to Reality (R2R, ) is an “online community of practice
designed to bring together cancer control practitioners and researchers to discuss moving evidence-
based programs into practice.””> The program was developed and is supported by the NCI at the NIH.
Technical features of the R2R Web site include discussion threads, cyber-seminars (i.e., webinars), and
an events calendar. Aside from offering members the chance to interact with each other directly, R2R
also regularly generates content to foster conversation and discussion among members. For example,
the “Featured R2R Partners” section of the Web site highlights members’ personal stories of moving
research into practice, and the “Mentorship Program” section provides updates on six mentor-mentee
pairs that are working together to implement an evidence-based intervention in their communities. See
Appendix C for screen shots of three representative pages on the Research to Reality Web site: Home,
Discussions, and Cyber-Seminars.

TA&D Network

The Technical Assistance and Dissemination Network (TA&D Network) consists of approximately 45
centers and projects funded by the Office of Special Education Programs (OSEP) to help support
implementation of the Individual with Disabilities Act (IDEA). The network currently hosts two Web sites
for their CoPs. The first site, , was custom-built and launched in 2007; its
primary audience is the funded centers within the TA&D Network. The Web site features topic-based
subgroups, searchable member profiles, discussion boards, and a document sharing area. See Appendix
D for screen shots of the Web site. After several years, the Network decided to expand their audience
to include a broader group of stakeholders, including families of children with disabilities. The second
site, , was built on the Ning platform and offers the additional features of a blog,
events calendar, and video library. Both Web sites are currently functional and serving the TA&D
Network CoP.?®

IDEA Partnership
The IDEA Partnership is a program within the TA&D Network, jointly sponsored by OSEP, under the
Department of Education, and the National Association of State Directors of Special Education, Inc
(NASDSE). The Partnership works with Federal agencies, national organizations, State agencies, and
stakeholder groups to build the capacity of States, districts, and schools for improving results for
students with disabilities and to share best practices for implementation of IDEA.>” Their CoP Web site,
, provides the technical infrastructure to host many different individual
communities within this interest area. Eight national-level communities, focused on broad topic areas
such as “school behavioral health” and “autism,” are hosted and maintained by IDEA Partnership staff.
Within those eight communities are 174 sub-communities organized by region, State, practice type, or
organization. These sub-communities are initiated, organized, and maintained by members, and
administrative duties such as adding and moderating content can be delegated from the Partnership
staff to leaders of the sub-communities.*®

Advancing Best Practices for Web-based CoPs
The examples described here of Web-based CoPs in health care and other domains illustrate the
feasibility of launching and operating such a tool. Beyond these practical examples, there are also
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resources to provide targeted support to those who are managing CoPs in specific domains or with the
support of specific sponsors. These initiatives have effectively created a community of practice around
communities of practice.

For example, the CDC is involved in advancing the science and practice of CoPs for public health. The
Web-based CDC Communities of Practice Resource Kit offers resources for public health groups
interested in launching a CoP, including a step-by-step guide and tools for planning, launching,
sustaining, evolving, and evaluating a CoP.*® CDC also delivers this content in courses for CDC staff and
at conferences and grantee meetings upon request.

Another resource is the Federal Virtual Community of Practice Group, which is a group of approximately
20 managers and coordinators of Federally-sponsored CoPs interested in exchanging ideas and
information about best practices for managing these communities. NCI has been the primary organizer
of the group, in collaboration with CDC. An in-person kick-off meeting was held in June 2012, and the
group’s next meeting is scheduled for September 2012 to generate a community charter and discuss
possible collaboration methods for the group.*®

A Web-based CoP on Patient Registries

Many of the essential elements of a CoP already exist around the domain of patient registries. The
community of those who sponsor, manage, evaluate, and use data from patient registries includes
individuals from such diverse backgrounds as government, private industry, payers, academic research,
and clinical, patient and patient advocate organizations. These stakeholders have a history of coming
together to discuss methods, best practices, and share knowledge around patient registries. This
knowledge exchange has traditionally taken place in relatively fragmented and infrequent formats,
including reading and writing published peer-reviewed articles and other guidance publications (e.g.,
Registries for Evaluating Patient Outcomes: A User’s Guide), networking at professional conferences,
webinars and working groups (e.g., those hosted by AHRQ and the Drug Information Association[DIA]),
and informal conversations with colleagues.

The proposed Web-based CoP on patient registries would therefore serve as a tool to centralize,
cultivate, and facilitate the interactions that are currently taking place within this community. The CoP
would be an online manifestation of an existing knowledge exchange network, and would provide a
place for stakeholders to engage in ongoing discussions about registry science and methodology,
identify and debate emerging issues, and share challenges and successes from their own experience.

FINDINGS

Critical to the task of defining a Web-based CoP that is responsive to stakeholder needs and
perspectives is eliciting those needs and perspectives. Stakeholder perspectives were collected
primarily in a group setting at the in-person stakeholder meeting, but also through personal discussions
with individual stakeholders. To explore the rationale for a potential Web-based CoP on patient
registries, stakeholders were first asked to describe the current knowledge-sharing environment around
patient registries and whether they perceived a need for a Web-based CoP within this environment.
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Having found that a need for a CoP existed, stakeholders then discussed the value that they would draw
from a Web-based CoP, and how they saw such a tool advancing the science and practice of patient
registries. Stakeholders also identified the specific features and characteristics of a Web-based CoP that
were of highest priority and would confer the most value. Finally, stakeholders suggested some
guestions and issues that the sponsor of a Web-based CoP would need to address, but on which the
stakeholders themselves did not reach a clear consensus.

Need for a Web-based CoP on Patient Registries

In general, there is a high level of interest in this topic and stakeholders were eager to discuss it. The
response to the stakeholder meeting invitation was very strong; all in-person attendee spots were filled,
some attendees participated by phone, and a waiting list was formed.

At the meeting, stakeholders were asked to describe the current knowledge-sharing environment in
which they conduct their work and whether or not there is a need for a Web-based CoP on patient
registries. As mentioned above in the Background Research section, stakeholders reported several ways
in which they currently learn about patient registry practices and interact with others regarding this
subject. These included:

e Networking, brainstorming, and conversing with colleagues in person and via e-mail

e Attending professional/specialty conferences

e Attending project-specific meetings for registries (e.g., investigator meetings)

e Reading peer-reviewed journal articles on the topic

e Reading other methods-focused publications (e.g., Registries for Evaluating Patient Outcomes: A
User’s Guide)

e Participating in working groups in person and via teleconference (e.g., DIA, Physician EHR
Coalition)

e Trial and error; learning from one’s experience and mistakes

After describing their current knowledge-generating and knowledge-sharing practices, stakeholders
clearly articulated the consensus that a Web-based CoP was needed and would be welcomed in the
domain of patient registries. In fact, no dissenting opinions were expressed; much of the discussion
from stakeholders centered not on whether there should be a Web-based CoP for this community, but
the details around what that Web-based CoP should look like and how it should be implemented.

Value Proposition

The second portion of the in-person meeting focused on understanding the value proposition for the
creation of a Web-based CoP. Again, there was a clear consensus: stakeholders expressed that the
added value of such a Web-based CoP would primarily be determined by the extent to which it was
relevant to their work and helped them to do their work better, faster, or more easily. In addition to
this overarching goal, stakeholders stated that they would find value in a Web-based CoP that meets the
following goals:

e Facilitates networking and interaction between various stakeholders and the building of
relationships and trust. Provides a place where stakeholders can come together.
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e Helps members identify practical ways to improve their work practices, with the ultimate goal of
improving patient care and outcomes and effecting change on medical practice.

e Serves as an organized system for learning and information sharing.

e Supports collaboration within projects and across organizations. Facilitates collaborative
problem-solving.

e QOvercomes “silos.” Facilitates efficiencies in resource use and reduces duplication of efforts.

e Serves as a collective voice for registries (e.g., on national policy, to impact the electronic health
record [EHR] industry)

If a Web-based CoP is to meet the goal of helping its members do their work better, its content (e.g.,

discussions, webinars, documents and publications) must be timely and relevant. Stakeholders noted
that managing this content would require some level of staffing by individuals with knowledge about

and experience with patient registries.

The question of which topics will be covered in a Web-based CoP can be decided by the sponsor or
members. Stakeholders expressed interest in seeing a variety of topics addressed, as shown in Table 1.
The topics are organized by the level of interest they generated among stakeholders at the in-person
meeting, as measured by the frequency with which they were mentioned. Those topics classified as
eliciting “more interest” from stakeholders were mentioned — either verbally or in written notes — by
five or more different stakeholders during the meeting. Topics of “some interest” were mentioned by 2-
4 stakeholders, and topics of “less interest” were mentioned by a single stakeholder.

Table 1: Topics of Interest for Stakeholders in a Web-based CoP on Patient Registries

More Interest Some Interest Less Interest
e Methods and best practices ¢ Informed consent (e.g., for e When is a registry appropriate? When
e Standards (e.g., data those with disabilities) should a registry be started?
elements, outcome measures) e Data ownership, sharing, e When should a registry end?
e Funding access, and use e Institutional Review Board reporting
e Privacy and security; data e Developing a registry (e.g., e Ethics in designing, conducting, and
integrity protocol, structure, and design) using data from patient registries
e Technologies for registries e Developing and advancing e Patient-reported outcomes in registries
o Interoperability of registries research agendas (e.g., o Differences in the registry environment
with other systems (e.g., Coverage with Evidence across geographic regions
EHRs), and the role of vendors Development) e Branding and naming a registry
e Meaningful Use reporting e Registry sustainability and e Risks and benefits of operating
(including health information preventing registry fatigue internationally
exchanges and regional health e Adverse event reporting e Defining a registry’s focus
information organizations) e Data quality, curation, and e Clinician concerns about participation
* Lessons learned assurance e What knowledge is available from
e Legal and regulatory issues e New and emerging practices various data sources (e.g., claims data)

Key Design Issues

The last portion of the in-person stakeholder meeting was devoted to discussing with stakeholders what
specific features they wanted to see in a Web-based CoP on patient registries, and what key design
issues they perceived to be important. As the discussion continued, the features and issues mentioned
by stakeholders began to fall into five broad categories: technical features, governance, target audience,
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levels of participation, and sustainability. These issues are summarized below, and are discussed in
more detail in the Recommendations section of this report.

Technical Features

There was consensus among stakeholders that the Web-based CoP should be hosted on an independent
Web site. To maximize sustainability and efficiency, stakeholders agreed that the Web site should use
an off-the-shelf technology platform or Web hosting service, rather than a completely custom-built
solution; sufficient resources should be devoted to maintaining the Web site, paying any related fees,
and securing storage space.

Stakeholders preferred that the structure of the Web site allow for the creation of sub-forums or sub-
communities. These could be organized by discussion topic, clinical area, specialty, member role, or
other category and should enable discussion on both broad and specific topics. Stakeholders stated that
members should be able to participate in threaded conversations and question-and-answer sessions and
that dedicated staff should be available to monitor and moderate discussion boards, guide discussion
and solicit comments when needed, and enforce appropriate use of the Web site. Stakeholders also
agreed that anonymous participation in the Web-based CoP should not be allowed; members should
provide basic contact information, and Web site administrators should have access to a member
directory.

Stakeholders agreed that the Web-based CoP should serve as a central source of information about
patient registries and that resources should be made available to members that may include frequently
asked questions (FAQs) and a searchable index of relevant references (i.e., citations of peer-reviewed
publications, journals, Web sites, and published guidance documents). Stakeholders suggested that
these resources be updated by staff on a regular basis (e.g., quarterly) with new, relevant registry-
related resources and links.

In addition to its role in referring members to external information sources, stakeholders saw the Web-
based CoP as facilitating the generation and dissemination of information that advances the science and
practice of patient registries. For example, periodic webinars could be organized by staff, with topic
areas ranging in breadth from introductory (e.g., “Registries 101”) to more advanced (i.e., for members
with more registry experience); previous webinars should be archived in a video library.

Governance

Stakeholders stated that the Web-based CoP should be governed by an advisory group or steering
committee, and that the sponsor should be recognized as a trusted entity, perceived as unbiased and
able to serve as an honest broker. Stakeholders noted that they could easily see AHRQ filling this role.
Stakeholders also mentioned a public-private partnership as a possible sponsorship model and
recommended that a disclosure of the sponsor’s and governing body’s commercial conflicts of interest
be posted publicly.

Stakeholders suggested that a charter should be written to guide governance of the Web-based CoP.
The charter should define the purpose and scope of the CoP, provide the definition of a patient registry,
differentiate this initiative from other existing initiatives in the field (e.g., the RoPR), and describe
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etiquette and appropriate use of the interactive portions of the Web-based CoP (e.g., policies on spam,
self-promotion, and disclosing personal health information).

Target Audience

Stakeholders noted that the intended audience of the Web-based CoP should represent the wide variety
of stakeholders that are currently involved in patient registries, including registry participants (i.e.,
patients); registry designers, managers, and operators; providers and clinicians; researchers (including
those who use registry data); industry and registry sponsors; regulatory bodies; and payers.
Stakeholders suggested that use cases of typical users of the CoP should be identified and should inform
plans for marketing the Web-based CoP.

Stakeholders also raised questions related to the scope of the Web-based CoP’s target audience and
content. Would its target audience be primarily U.S. stakeholders, or would it extend to international
stakeholders? Should access or membership be restricted based on the geographic area in which a
member conducts their work? Similarly, would the Web-based CoP be targeted only to those who have
experience with patient registries, or would the target audience include those with interest in registries
but little or no registry experience (e.g., patients, members of the public)? Should access be limited to a
specific group of stakeholders based on topical interest? While stakeholders did not arrive at a clear
consensus on these questions, they agreed that the sponsor of the Web-based CoP would need to
address these questions.

Levels of Participation

Stakeholders recognized that while a CoP relies on the generation and sharing of knowledge among its
members, there may be some situations in which members would be reluctant to share information.

For example, members who are employed in the pharmaceutical or medical device industry may feel the
need to censor or limit their participation in knowledge-sharing activities to avoid disclosing proprietary
information. More experienced members who could offer valuable advice on “what not to do” based on
their past experience may be reluctant to do so if they perceive that sharing this information would be
detrimental to their (or their organization’s) reputation, or equivalent to admitting a mistake. In other
words, “If knowledge is power, why would anyone want to share it?”*' Stakeholders identified this as a
potential barrier to successful implementation of a Web-based CoP, and advised that the sponsor
proactively consider how to address this issue.

Sustainability

Finally, stakeholders noted that members who devote time and effort to participating in a Web-based
CoP will want reasonable assurance that the CoP will be available to them in the long term.
Stakeholders advised that the question of a sustainable funding source be addressed upfront by the
CoP’s sponsor.

RECOMMENDATIONS

Based on the background research and stakeholder discussions, it is clear that there is a very strong
interest in a Web-based CoP on patient registries and that a Web-based CoP is a practical, feasible, and
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timely idea. Stakeholders have a broad range of questions about creating and using registries that they
want to discuss in this type of forum. The software required to conduct such a Web-based CoP is readily
available “off-the-shelf” so that the technical focus would be on selecting which features to use and
apply rather than building custom software. The U.S. Department of Health and Human Services and
other Federal agencies already sponsor numerous Web-based CoPs, providing precedents regarding
regulatory compliance and general approach. Furthermore, stakeholders interested in patient registries
see AHRQ as a logical choice for advancing this effort, given its reputation as an unbiased,
knowledgeable, and trusted leader in the field of observational research methods, quality improvement,
and patient registries.

In keeping with the vision laid out by stakeholders, the creation of a Web-based CoP on patient
registries that would provide a mechanism for persons interested in starting registries or using existing
ones to engage in discussions with their peers and other subject matter experts about a broad range of
registry-related topics is recommended. The forum would use existing technologies, which would
require the configuration of existing software but minimal, if any, new software development.
Participants would self-identify and register as members to participate in password-protected CoP
activities. The CoP would provide access to a library of documents and other resources appropriate to
the topic of patient registries. Members could initiate discussion topics and invite others to join
subgroups, as needed, to create meaningful and productive interactions. Web-based interaction would
be supplemented by conference calls, webinars, and in-person meetings to the extent that the sponsor’s
budget may allow. Such related activities could also be supported by other CoP members and
institutions. An advisory group would provide input to the CoP sponsor(s) regarding changes that may
be needed over time. Dedicated, professional staff would be responsible for monitoring all CoP
activities, organizing materials submitted, and facilitating interactions, as needed. These and other
features of the forum are described in more detail below, and the recommendations are summarized in
Tables 2, 3, 4, and 5.

Goals and Objectives

Stakeholders are looking primarily for a tool that will be broadly useful, relevant to their work, and help
them to do their work better, faster, or more easily. Secondary goals that stakeholders have for the CoP
include facilitating networking, interaction, and collaboration; improving efficiencies in resource use and
reducing duplication of effort; helping members identify practical ways to improve their work practices,
with the ultimate goal of improving patient care and outcomes; providing an organized system for
learning and information sharing; and serving as a collective voice for registries on the national stage.

To meet these goals, the Web-based CoP should provide an organized system for members to share
information and learn about patient registries, guided by the input of an advisory group or professional
staff. Core components of this system should include a resource library that provides members with
easy access to documents and other relevant materials about patient registries; a series of webinars and
related discussions examining good registry practices and research methods, building off the content
contained in Registries for Evaluating Patient Outcomes: A User’s Guide and other related materials; and
a support system to encourage the formation of working groups to explore new and emerging issues
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related to the development and use of patient registries for research, quality improvement, and safety
surveillance.

These goals and objectives are in line with AHRQ's priorities as a prominent stakeholder in the patient
registry community. AHRQ's mission is “to improve the quality, safety, efficiency, and effectiveness of
health care for all Americans.”*> AHRQ has invested significant resources in developing good practices
for registries and improving the usefulness and quality of registry data. AHRQ is also developing the
RoPR system to promote collaboration, reduce redundancy, and improve transparency in registry
research. Taken together, these registry-related activities have established AHRQ as a major supporter
of the use of registries to conduct practical, high-quality clinical research. The development of a Web-
based CoP on patient registries can be viewed as a continuation of AHRQ's support for registries and as
promoting quality and efficiency in health care research. Based on this rationale, recommendations for

potential goals and specific objectives of a Web-based CoP on patient registries are presented in Table 2.

Table 2: Summary Recommendations for Goals and Objectives

Recommendations

e Establish a Web-based CoP using the principles and recommendations described in this report. The primary
goals of the CoP should be consistent with those voiced by stakeholders:
0 Toimprove stakeholders’ ability to share knowledge and experiences.
0 To foster Web-based networking, interaction, and collaboration among stakeholders.
0 To enable stakeholders to work better, faster, or more efficiently in designing, operating, analyzing, and
evaluating patient registries.

e The Web-based CoP should pursue these goals by way of the following objectives:

0 Provide an organized system for sharing information and learning about patient registries guided by the
input of an advisory group and professional staff.

0 Provide aresource library to offer easy access to documents and other relevant materials about patient
registries.

0 Develop and facilitate a series of webinars and related discussions examining good registry practices and
research methods, building off of the content contained in Registries for Evaluating Patient Outcomes: A
User’s Guide and related materials.

0 Encourage and support the formation of working groups and ad hoc projects involving CoP members to
explore cutting-edge issues related to the development and use of patient registries for research, quality
improvement, and/or safety surveillance.

Technical Features

The Web-based CoP should use innovative technology to enable participation and contributions from
members. The technical features described below are known as Web 2.0 concepts; that is, “Web
applications that facilitate interactive information sharing, interoperability, user-centered design, and
collaboration on the World Wide Web.”* In addition to the ability to post and share documents,
Web 2.0 concepts for information sharing may include the use of wikis, blogs, and mashups, each
providing a unique opportunity for collaborative interaction over the Web. Use of these collaborative
tools will serve the stated goal of stakeholders to enable them to do their work better, easier, and
faster. For definitions of many of the terms used below, see Appendix A, “Glossary of Terms.”
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Web Site

At the very minimum, a Web-based CoP on patient registries will require an independent Web presence
through a Web site. Resources should be devoted to physically maintaining the Web site, including
paying relevant fees and securing storage space. Some CoPs function without an independent Web
presence and may share knowledge and collaborate through e-mail communication and live and remote
meetings. Others use the infrastructure of existing CoP Web sites, which allow members to create
subgroups or subcommunities on a particular topic. However, these approaches are limited in the level
of control one has over the physical infrastructure of the meeting facilitation. An independent Web site
can provide information to those not familiar with the CoP and help them conceptualize the purpose of
the CoP, what it can offer them, and how they can contribute. A Web site can also bring inbound
marketing through search engine results, expanding the potential audience of a CoP. Finally, a Web site
can offer concrete tools, which are discussed further in the subsequent sections, to facilitate interaction
and collaboration among members.

Based on the background research and stakeholder perspectives, the Web site should be hosted and
operated using an existing, off-the-shelf technology platform, rather than a completely custom-built
solution. Platforms such as these use templates and modular structures to “plug and play” functionality
for their clients, with minimal new coding required. This introduces efficiencies in the time, human
resources, and funding required to launch and maintain a Web site. Many existing Web-based CoPs use
off-the-shelf Web hosting platforms to launch and maintain their Web sites — tasks that would otherwise

require a staff of in-house Web developers. TA&D Network uses the Ning platform ( ),
the IDEA Partnership uses Liferay ( ),>> and Research to Reality uses Drupal
( ).>® The technology platform chosen by the sponsor should be able to host the features

recommended below and return basic metrics to allow the sponsor to monitor activity associated with
use of the Web-based CoP.

If additional resources are available, AHRQ could implement customizations to the template solutions
offered by these vendors. The Web site could also be integrated or linked with other registry-related
Web resources, including the RoPR.

Discussion Boards and Chat Forums

Discussion boards and chat forums are technical features of a Web site that facilitate threaded
conversations and question-and-answer sessions among members. The primary purpose of these
features is to facilitate and encourage interaction among members. At minimum, the technical
infrastructure for these features should be present in the Web-based CoP. Discussions and chats can be
driven completely by members and do not necessarily need to be moderated by CoP staff. However,
resources permitting, the CoP staff should be involved in monitoring and moderating discussion boards
to guide discussion, solicit comments, and enforce the appropriate use of the CoP. Experts involved
with existing CoPs emphasized that some level of staff involvement is important to encourage
participation and keep members engaged. The boards and/or forums should be organized into
subforums by discussion topic, clinical area, specialty, member role or other category, allowing for
discussion on broad and specific topics. If sufficient resources are available, content within the forum
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should be cataloged such that it is searchable by certain characteristics (e.g., keyword, phase in the
registry lifecycle, intended audience).

Resource Section

A section of the Web-based CoP devoted to resources would serve as a central location for information
on the topic of patient registries. This section should serve as both a library and a signpost, allowing
both for the posting of complete files and documents and the posting of hyperlinks that direct the user
to relevant external Web sites or files. The section may also include frequently asked questions (FAQs)
and citations of peer-reviewed publications, journals, Web sites, and published guidance documents.

In order to remain relevant and up-to-date, the CoP staff should regularly (e.g., quarterly) review and
update the content of this section to incorporate new registry-related resources and links. A process
should exist to accommodate the addition of resources that are suggested by members. Content in the
library should be indexed and searchable to make it as easy as possible for members to use the section.

If more resources are available, the resources section could be reviewed and updated on a more
frequent basis. The scope of the content in the section could be expanded to include a library of data
elements, definitions of commonly-used terms in registry science, templates for registry protocols and
informed consent forms, and training and education modules. A document sharing and management
area could be made available that allows members to upload documents for other members to view.

Webinars and Teleconferences

In addition to its role in referring members to external information sources, the Web-based CoP should
facilitate the generation and dissemination of information that advances the science and practice of
patient registries. Webinars (with both an audio and visual component) and teleconferences (with an
audio component only) are common methods for hosting live meetings with remote attendees. The CoP
staff should organize periodic webinars and/or teleconferences, with topic areas ranging from
introductory (e.g., an overview of the role of registries in evidence development) to intermediate (e.g.,
registry design principles) to advanced (e.g., standards and best practices for evaluating registries).
Speakers may include CoP staff or invited guest speakers, such as authors of publications related to
registries. Previous webinars (and/or the slide presentations used at them) should be archived in a
video library and available for members to view at a later date. A calendar of events can be posted to
make members aware of upcoming webinars and teleconferences.

Member Directory

A member directory should be available to CoP staff to facilitate administration of the Web site and its
members. The directory should contain the information collected from members when they registered
to participate in the CoP. Because of potential concerns about member privacy, information on
participation history (e.g., an audit trail) should not be included in the directory. The CoP should
consider whether to make the directory available to other members; this feature may be useful to
members, but it also raises privacy concerns. One option would be to offer members the choice at
enrollment to disclose their information. The implications of making the directory accessible to
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members may also vary by sponsor (e.g., a Federal sponsor vs. a private entity sponsor) and should be
investigated.

Additional Features

The following features were not mentioned by stakeholders as essential features for a Web-based CoP.
However, existing CoPs have used these features to enhance utility and maintain member engagement.
While they are less critical than the five features mentioned previously in this section, they could be
implemented if and when resources are available.

Outgoing Communications to Members

Outgoing communications can help to maintain engagement and interest among members of the CoP.
These communications can inform members about new content added to the CoP, upcoming events, or
changes to the Web site itself. Communications can be explicitly requested by members (e.g., by
registering to receive notifications when updates are made to forum content) or implicitly allowed (e.g.,
if members give their permission when registering for the CoP to receive periodic newsletters).
Regardless, members should be able to opt out of communications at any time. Ideally, members
should also be able to manage the frequency with which they receive communications from the Web-
based CoP. The communications can also be implemented in a passive (e.g., podcasts recorded and
posted on the CoP Web site) or active way (e.g., e-mails sent directly to members). Active
communications to members can vary in format, including e-mail, RSS, or Twitter.

Wiki

Wikis provide a community-based mechanism for creating and editing Web pages that are interlinked
and developed over time to share information and to access that information quickly and easily through
hyperlinks. They are essentially a community-built knowledge base around a particular topic. When
appropriately maintained and moderated, wikis can be powerful resources for learning and knowledge
sharing. A wiki supported by the Web-based CoP should allow members to contribute content and
should be moderated by CoP staff.

Blog

Blogs provide a forum for regular and frequent communication on a topic and an opportunity for replies
and commentary by participants on the subject under discussion. CoP staff (or invited guests) can
create individual blog posts on a particular topic; the writing tone for blog posts is usually similar to that
of an editorial. The blog posts should be published on the CoP Web site, usually in a serial way, and
members should be able to comment openly on individual posts. This format is generally advantageous
when attempting to generate discussion and/or assert opinions.

News

Many online CoPs have a section of their Web site devoted to news. This is typically one or more pages
where members can view upcoming events and recent developments in the field of interest. News
items can be organized by sponsor, topic, or date, and can include events or developments sponsored
by the Web-based CoP as well as those external to the CoP. A well-organized and updated news section
can serve to draw traffic to a Web site and maintain interest among members.
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Mashup

Web mashups are applications that combine data or functionality from multiple sources and display
them in a new way. Mashups may take the form of informative data dashboards (which aggregate and
display information from various sources in charts, graphs and tables) or more interactive mapping
mashups (which pull data from different sources to display geographically on a map). When used
creatively, mashups can add value by showing relationships between data that have not previously been
aggregated and compared.

Table 3: Summary of Recommendations for Technical Features

Minimum Recommendations

e Establish a Web site, and devote resources to physically maintaining it. Host and operate the Web site using
an existing, off-the-shelf technology platform, rather than a completely custom-built solution.

o Host discussion boards and chat forums, and designate staff to monitor and moderate them. Organize the
discussion boards into subforums by discussion topic, clinical area, specialty, member role or other category,
allowing for discussion on broad and specific topics.

e Host a resources section that allows staff to post complete documents and hyperlinks to external Web sites or
files; regularly review and update this content. Content in this section should be indexed and searchable.

e Organize quarterly webinars and/or teleconferences, covering a variety of topics. Archive previous webinars
in a video library for members to view at a later date.

e Maintain a member directory that is available to CoP staff and contains minimal information collected from
members. Do not include information on participation history in the directory.

Recommendations for Additional Features, if Resources are Available

e Implement customizations to the Web site. This could include integration with other registry-related Web
resources, including the Registry of Patient Registries (RoPR).

e (Catalog content within the discussion boards such that it is searchable by certain characteristics (e.g.,
keyword, phase in the registry lifecycle, intended audience).

e Review and update the resources section on a more frequent basis. Expand the scope of content and
establish a document sharing area that allows members to upload documents for other members to view.

e Organize monthly webinars and teleconferences covering a wider variety of topics.

e Investigate the implications of and potential approaches for making the member directory accessible to
members in addition to CoP staff.

e Manage outgoing communications to members, with information about new content added to the CoP,
upcoming events, or changes to the Web site itself. Members should be able to opt out of communications.

e  Maintain and moderate a wiki.

e Hostablog. Allocate time for CoP staff to write blog posts and manage posts by invited authors.

e Host and maintain a news section with upcoming events and recent developments in registry science.

e Consider incorporating a mashup to aggregate and display relevant data from different sources.

Governance

Governance of a Web-based CoP includes both the sponsor or primary source of financial support and
the governing body that oversees the day-to-day operations of the CoP. The choice of sponsor,
particularly whether or not the sponsor is an agency of the Federal government, has implications for the
regulatory requirements for the CoP. A governing document will need to guide the governing body in
defining the purpose and scope of the CoP. The stakeholder discussions and background research
conducted for this project focused on questions related to the CoP sponsor and the purpose and
composition of the governing body.
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Sponsor or Funding Source

Based on stakeholders input, the Web-based CoP should be sponsored by one or more entities that are
perceived as unbiased and able to serve as an honest broker for the content contained in the CoP.
Possible sponsorship models include a single sponsor or a public-private partnership, in which a public
agency such as AHRQ collaborates with a private entity (e.g., a nonprofit organization or commercial
business) to fund and support the CoP. To promote transparency, a disclosure of the sponsors’
commercial or financial conflicts of interest should be posted on the Web site and available to the
public. If there are no commercial conflicts of interest, this should be stated explicitly.

Existing CoPs can serve as examples of how to structure the sponsorship of a Web-based CoP. For
example, Research to Reality is supported solely by the NCI at NIH.

Considerations for a Federal Sponsor

Web sites funded or sponsored by Federal agencies are subject to regulations that do not necessarily
apply to Web sites sponsored by private companies or other organizations. If the funding structure or
governance of the Web-based CoP discussed in this report includes AHRQ, AHRQ's designee, or another
Federal agency, that will have implications for the regulations to which the Web-based CoP is subject.
Appendix E summarizes specific regulations that are relevant to other existing Web-based CoPs
sponsored by Federal agencies. Appendix F contains a recent memo from the Office of Management
and Budget which clarifies how the Paperwork Reduction Act of 1995 should be applied to many of the
technologies that may be used in a Web-based CoP (e.g., social media and Web-based interactive
technologies).

Financial Sustainability

One concern raised by stakeholders was the availability of sustainable funding for the Web-based CoP.
The stakeholders especially noted that members devoting time and effort to participating in a Web-
based CoP would probably want reasonable assurance that it would be available to them in the future.
If members know or suspect that the underlying funding is short-term or uncertain, they may be
hesitant to invest their time and energy into the CoP.

Ideally, before a Web-based CoP is launched, the sponsor should have long-term plans for maintaining
funding in the future. If value determinations need to be made to prioritize future funding, the
technological infrastructure of the CoP should be maintained as a first priority. Secondary to that,
adequate staff should be maintained to answer questions raised by members, guide members to
resources, and develop content for the CoP. Finally, if further funding is available, it should be used to
maintain any live webinars or teleconferences that are hosted by the CoP. Such long-term plans will
bring stability to the CoP and help to engender confidence in members that they are engaging ina
worthwhile enterprise.

Governing Body

Stakeholders clearly articulated a preference for transparent, unbiased leadership for the Web-based
CoP. Regardless of its sponsor or funding source, the CoP should be governed by an independent body
such as an advisory group or steering committee, comprised of representatives from multiple relevant
registry stakeholder groups. The purpose of this group would be to guide the overall direction and
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activities of the CoP. The governing body should meet regularly (e.g., quarterly) to assess the state of
the Web-based CoP and address any issues that have arisen in its day-to-day management.

Governing Charter

The governing procedures of the Web-based CoP should be transparent and consistent with stakeholder
priorities. A charter should be written to guide the governing body. The charter should define the CoP’s
purpose and scope (which may include providing the definition of a patient registry), differentiate the
CoP from other existing initiatives in the field (e.g., the RoPR), and describe policies and procedures,
including etiquette and appropriate use of the forum (e.g., spam policies, posting of protected health
information). The charter should be reviewed on an annual basis and revised when necessary.

Communication Plan

Communication activities for the Web-based CoP should be carefully planned and supported with
resources. The governing body should articulate a communication plan that outlines the situations in
which active and passive communications to members will be generated, along with the frequency and
general content. This plan can either be part of the charter or a separate document, which can be
updated more frequently than the charter, as needed.

Types of communications specified in this plan may include those explicitly requested by members (e.g.,
by registering to receive notifications when updates are made to forum content) or implicitly allowed by
members (e.g., if members give their permission when registering for the CoP to receive periodic
newsletters). They may also include passive (e.g., podcasts recorded and posted on the CoP Web site)
or active (e.g., e-mail, RSS, or Twitter) communications.

Table 4: Summary of Recommendations for Governance

Recommendations

e The Web-based CoP should be sponsored by one or more entities that are perceived as unbiased and able to
serve as an honest broker for the content contained in the CoP. A disclosure of the sponsors’ commercial or
financial conflicts of interest should be posted publicly. If the sponsor includes a Federal agency, consider the
regulations to which the Web-based CoP will be subject, as described in Appendix E.

e Create along-term plan for maintaining funding.

e The CoP should be governed by an advisory group or steering committee comprised of representatives from
multiple relevant registry stakeholder groups. This group should meet regularly to assess the state of the CoP,
address any issues, and guide the overall direction and activities of the CoP.

e  Write a charter to guide the governing body. The charter should define the CoP’s purpose and scope,
differentiate the CoP from other existing initiatives in the field, and describe the policies and procedures. The
charter should be reviewed on an annual basis and revised when necessary.

e Articulate a communication plan that outlines the situations in which communications will be sent to
members, along with the frequency and general content.

Management

Ongoing management of a Web-based CoP should be the responsibility of the governing body or its
designees. Management tasks should be guided by the policies and procedures set forth in the charter,
which defines the scope of the CoP (in membership and topical content) and plans for marketing or
promoting the use of the CoP. Two important questions are: 1) who will be technically permitted to
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view and participate in the Web-based CoP? and 2) who will be the CoP’s target audience? These
guestions are addressed below.

Membership and Access

The CoP must define who will be permitted to view and participate in the community. In the design of
any Web site, there are typically two levels of user access: public and restricted (or “member”). At one
end of the spectrum, access can be very open and fluid, and any member of the public has access to all
areas of the Web site. This model is appropriate for sites that have a primary purpose of sharing
information with the public (e.g., marketing a private company, disseminating news). At the other end
of the spectrum, access can be very limited or non-existent for the general public, and most or all of the
Web site content can be visible only to members. A member is usually defined as an individual who has
registered with the Web site previously (often providing basic information such as name and e-mail
address) and has created a username and password which allows them to log in and access areas of the
Web site that are not accessible to non-members. In this scenario, the general public may only see a
log-in screen when they visit the Web site. This model is appropriate for sites where the primary
purpose is to disseminate or collect information from a limited, controlled group of people (e.g., Web-
based data entry for a patient registry). Registrations for membership can be regulated to allow only
members with certain characteristics (e.g., a study ID), limit the total number of members, or filter out
“spam” or “bot” member registrations.

Many Web sites and Web-based CoPs manage membership and access in a manner that falls
somewhere between these two extremes. Some areas of the Web site are available to the general
public, and some areas or functions are only available to members. For example, the blog articles and
subsequent comments on a Web-based CoP may be visible to everyone, but only members may submit
comments to the blog.

The Web-based CoP on patient registries should follow this hybrid approach. To be consistent with the
goal of sharing information about patient registries, CoP Web pages and resources should be available
for the general public to view. A registration system that collects basic contact information about
registrants should be implemented, and registered members should have a username and password to
log in to the Web site (refer to the “Sponsor or funding source” section of this paper and Appendix E to
review the implications of data collection in a Web site sponsored by a Federal agency). Members
should have access to more advanced features within the CoP, which may include submitting comments
to blog posts, participating (i.e., submitting messages) in a chat or discussion forum, and receiving
outgoing communications from the CoP. Stakeholders stated a preference that anonymous
participation should not be permissible in the Web-based CoP. By requiring users to register before
contributing content, a measure of user accountability is introduced.

If more resources become available, a level of monitoring can be introduced to reduce “spam” or “bot”
member registrations. In line with the CoP’s objectives to foster collaboration and interaction, member
registration should not be limited in any other way (e.g., by total number of members or by any member
characteristic such as education level, employer, geographic location, or specialty).
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Target Audience

Although membership in the CoP should be open to anyone who registers, the target audience, or the
user community that AHRQ most wants to assist and who would most benefit from such a Web-based
CoP should still be defined. By defining a target audience, it is then possible to identify the particular
information needs of various possible users, the advantages and disadvantages of focusing the audience
narrowly or more broadly, and the design and programming implications of trying to meet these various
needs. For example, registry sponsors might see the forum as a place to discuss their common concerns
about funding and hosting registries; practitioners and health care providers who input data may want
to discuss usability and benchmarking reports; researchers may want to identify data sources and
observational study methods; and payers and consumers may want to focus on how to obtain and use
comparative information about health care services to guide their purchasing decisions.

Based on the background research and feedback from stakeholders, the Web-based CoP should be
flexible enough to engage and serve the interests of at least the following types of stakeholders: registry
participants (patients); registry designers, managers, and operators; providers and clinicians;
researchers (including those who use registry data); industry and registry sponsors; regulatory bodies;
and payers. Stakeholders articulated that these groups are the ones that are most active and engaged
already in the patient registry community and the ones that would benefit most from a Web-based CoP.

Depending on the resources available and the interest expressed among stakeholders, the Web-based
CoP could expand its target audience to include public health professionals, patient advocacy groups,
government, professional societies, practice-based research networks, lay people, and educators. While
these groups were mentioned as possible users of the CoP, the consensus among stakeholders was that
they would be secondary users to the groups mentioned above, and that the CoP should seek to meet
their specific needs only after the needs of the primary groups have been met.

Topical Scope

Once the target audience has been determined, at least two questions of scope should be considered.
First, what should be the scope of topics addressed by the content in the Web-based CoP? Content and
resources that the CoP provides to its members (such as webinars, teleconferences, discussion forums,
blog posts, etc) must necessarily address a particular topic. Aside from the broad banner of “patient
registries” under which the CoP will be organized, how should these specific topics be chosen? Should
the generation of new topics be driven by the sponsor and administrators of the CoP, or by members?

Stakeholders recommended that the sponsor of the CoP allow members to be the primary drivers for
the topical direction of the Web-based CoP. Table 1 presents a list of specific topics that stakeholders
have stated they are interested in seeing addressed in the Web-based CoP. This list could inform the
initial development of a CoP. The CoP should be organized in a way that allows members to initiate new
topics in discussion forums and participate in the decision of which topics will be the focus of webinars,
teleconferences, and other resources.

In particular, it is relevant to mention the experience of TACommunities.org. The first version of this
Web-based CoP, which was initiated in 2002, approached topic generation in a top-down manner. The
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sponsor created features centered on specific topics and then made them available to members for use.
While the CoP enjoyed moderate member participation during this period, it was not until the CoP was
reorganized in 2007 and topic generation became more member-driven that participation grew. Once
members could create their own discussion forums on topics that were timely and relevant to them,
participation increased substantially.

Geographical Scope

The second question of scope that should be addressed is to what extent the Web-based CoP will be
focused on the U.S. or international interests. Registries are increasingly being used for research,
evidence development, and quality improvement worldwide.>”*® This international interest in registries
may need to be balanced with the fact that the Web-based CoP may be sponsored and financially
supported by an agency of the U.S. government.

To balance these needs, some aspects of the Web-based CoP should be focused on the patient registry
environment in the U.S. For example, the primary language for the Web site and related materials
should be English. In many other aspects, however, the CoP should be flexible enough to accommodate
international interests. For example, membership should not be limited to individuals located in the
U.S. Similarly, content topics that are international in nature, especially if they are suggested by
members themselves, should be accommodated in the CoP.

Marketing

Marketing the Web-based CoP could be approached in a number of ways. At minimum, the sponsor
should devote limited resources to promoting awareness and use of the forum (e.g., press release at
launch, notification via email distribution lists). However, since the strength of any CoP is the quality
and quantity of member participation, the sponsor should develop a marketing plan for the Web-based
CoP and allocate resources accordingly. The sponsor should identify use cases of typical users of the
Web-based CoP and use this information to inform the marketing plan. If more resources are available,
the CoP could be promoted via social media, proactive outreach to professional organizations and
patient groups, and/or search engine optimization. The sponsor may also choose to contract with a
professional marketing firm.

Resistance to Share Certain Information

As mentioned in the Key Design Issues section of this report, one concern mentioned by stakeholders
was the possible resistance of some individuals to participate in the CoP or, once they are members, to
share certain information. This resistance could threaten the effectiveness of a CoP, which relies on the
generation and sharing of knowledge among members.

However, research on the subject has suggested that when individuals generally perceive knowledge as
a public good to be exchanged and shared rather than a private good to hoard or barter with, they are
more likely to participate in a CoP out of community interest, generalized reciprocity or altruism.>®> The
sponsor should encourage this viewpoint while marketing the CoP and address the issue proactively by
presenting the Web-based CoP as a tool for mutual engagement and reputation building. Participation
in a CoP is not a one-way street, and those contributing knowledge and experience also stand to benefit
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from the combined knowledge and experience of their fellow members. Participating in a CoP can also
be leveraged as a way to make one’s self (and one’s work) known to a wider audience, building a
reputation by interacting with members and get to know one another over time.*

Monitoring and Assessment

Monitoring and assessing the health and impact of a CoP allows the sponsor to understand how the CoP
is evolving over time, determine the extent to which it is meeting its goals, and gain insights for refining
and improving it, as needed. CoPs can be monitored in two ways: through the activity that they
facilitate among members and through their effectiveness as perceived by members.*" The activity in a
Web-based CoP can often be monitored through automated reports that track and display new member
registrations, overall site visits, and interaction among members (e.g., discussion forum posts).
Measuring the effectiveness of a CoP typically requires asking users to provide feedback about
relevance, usability, and value through questionnaires, focus groups, and/or narratives.** In addition to
identifying areas for improvement, a rigorous, ongoing monitoring and assessment program that
demonstrates sustained activity and positive impact can also serve as a justification for continued or
future funding.

The sponsor of a Web-based CoP on patient registries, in collaboration with the governing body, should
develop and implement a plan for monitoring and assessing the impact and health of the CoP. Examples
of possible measures may include:

e Activity
0 Number of visitors per month, number of new members per month, number of active
members, number of new discussion threads started per month, number of members
attending webinars hosted by the CoP
e Impact: relevance, usability and value generation
0 Perceived value as a resource for work, perceived role of the CoP as a provider of
solutions, ease of finding relevant content, improvements in efficiency when setting up
or operating a patient registry
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Table 5: Summary of Recommendations for Management

Recommendations

e Structure access to the Web site such that some areas are visible to the general public (e.g., resources,
blog posts and comments), and some areas or functions are only available to members (e.g., submitting
comments to blog posts).

e Implement a member registration system that collects basic contact information. Anonymous
participation should not be permitted. Do not limit member registration (e.g., by total number of
members or by any member characteristic such as education level, employer, or specialty), with the
possible exception of a level of monitoring to reduce “spam” member registrations.

e Target the Web-based CoP to a broad audience of registry participants; registry designers, managers, and
operators; providers and clinicians; researchers; industry and registry sponsors; and payers.

e Allow members to drive the topical direction of the CoP. Allow members to initiate new topics in
discussion forums and participate in the decision of which topics will be the focus of webinars,
teleconferences, and other resources. Accommodate content topics that are international in nature,
especially if they are suggested by members.

e Create a marketing plan that takes into account typical use cases of the CoP, and allocate resources to
support the plan. If more resources are available, consider strategies such as social media, proactive
outreach to professional organizations and patient groups, and/or search engine optimization. Present
the CoP as a tool for mutual engagement and reputation building.

e Create and implement a monitoring and assessment plan that measures the activity taking place in the
CoP and the impact of the CoP, as perceived by its users.

FEASIBILITY

The development of a Web-based CoP on patient registries is feasible from operational, regulatory, and
technical perspectives, as described in the Recommendations section of this report. Many examples of
successful CoPs exist in the public health and other arenas, and these will be important resources for
launching a Web-based CoP on patient registries. Two decisions will most affect the creation, operation,
and feasibility of a Web-based CoP: the choice of sponsor and the scope of purpose.

If AHRQ or another Federal agency funds or sponsors the CoP, its activities will be subject to more
regulations than if the CoP is sponsored by a private entity or other non-government agency. While
these considerations are important and are covered in more detail in the Considerations for a Federal
Sponsor section, they are not sufficiently difficult that they represent insurmountable barriers to hosting
a Federally-sponsored Web-based CoP. The recently-formed Federal Virtual Community of Practice
group will be an invaluable resource in learning from the experience of other Federal agencies and
collaboratively working through issues that arise in hosting a Web-based CoP.

The second decision point which could most profoundly shape the Web-based CoP is the stated purpose
and scope of the CoP. Conceivably, if the CoP is intended to address a broad range of topics and serve
multiple different types of stakeholders with varying levels of familiarity with patient registries, more
resources could be required than if the purpose were more narrowly focused. However, as suggested in
the Topical Scope section of this report, if the sponsor allows the focus of the CoP content to be driven
by the members themselves, members will be more engaged and more likely to actively participate,
perhaps alleviating some of the administrative burden of CoP staff (e.g., spurring conversation on a topic
by asking questions or prompting discussion). The goal of a CoP that is responsive to the specific
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interests of stakeholders, no matter how broad the topic, and not merely generating content for its own
sake, is therefore feasible.

Cost Estimate

Based on the information available from the experience of existing online CoPs and the
recommendations provided in this report, it is possible to propose a general cost estimate for the tasks
associated with launching and managing a Web-based CoP on patient registries. Chronologically, these
tasks generally fall into the categories of one-time “set-up” tasks and ongoing “annual operations and
maintenance” tasks. Additionally, many tasks ongoing for the life of the Web-based CoP can be
implemented along a continuum with increasing amounts of resources invested. In Table 6, this

”n

continuum is represented by broad categories of “basic,” “intermediate,” and “advanced” models.

Setting up a Web-based CoP would involve establishing a governing body, writing a charter, articulating
a communication plan, developing policies and procedures, determining functional requirements for the
Web site, and marketing the CoP. The sponsor would need to select a technology vendor and work with
them to design, configure, and launch the Web site. Depending on the level of additional stakeholder
engagement and/or pilot testing the sponsor desires, these one-time costs are estimated to range from
$150,000 to $500,000.

Annual operations and maintenance could involve hosting meetings for the governing body,
administration and moderation of the CoP, managing and creating content (e.g., documents posted as
resources, webinars, teleconferences, case examples, “best practice” descriptions, templates, and other
tools related to development and use of registries), marketing the CoP, providing help desk support for
members, and monitoring and assessing the impact of the program. Table 6 displays the variation in
resource investment that each one of these tasks could represent. Stakeholders indicated a strong
interest in having more frequent webinars and facilitated discussions, as reflected in the intermediate
and advanced options.

Note that the estimates presented here do not include assumptions about the level of technical security
and maintenance, reporting, or oversight that may be required if the Web-based forum is subject to
Federal regulations (i.e., if AHRQ or another Federal agency is its sponsor — see Appendix E). These
would incur an additional cost. It is also worth reiterating that while direct funding from AHRQ is one
option for financing a Web-based CoP on patient registries, other funding options may exist. Once
selected, the steering committee or other governing body may be a valuable resource in identifying
alternate financing options, including a public-private partnership.
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Table 6: Estimated Costs for Set-up and Annual Operations of a Web-based CoP on Patient

Registries

Basic

Intermediate

Advanced

Set-up
Assumptions

Annual
Operations*
Assumptions

$$
Establish governing
body, write charter,
develop operational
guidelines
Off-the-shelf
technology platform,
no customizations
No additional
stakeholder
engagement for
requirements or pilot
testing of Web site

$

Governing body
meets remotely once
per year

Automated member
enrollment
Quarterly
moderating of
discussion forums
No help desk support
Quarterly review and
approval of member-
submitted content
Maintain news and
events calendar that
is open to edits from
members

Maintain resource
library of member
submissions
Semiannual webinars
Quarterly analysis of
automated Web site
activity metrics

$s$
Establish governing body,
write charter, develop
operational guidelines
Off-the-shelf technology
platform, some
customizations
Additional stakeholder
engagement for
requirements, no pilot
testing of Web site

$5%

Governing body meets
remotely every quarter
Automated member
enrollment

Monthly moderating of
discussion forums
Monthly assistance for
members forming
working groups

Weekly e-mail help desk
support

Produce content (e.g.,
case examples, templates
or toolkits) annually
Maintain news and
events calendar that
requires staff approval
Maintain resource library,
seek out additional
materials

Quarterly webinars
Open-ended member
satisfaction surveys
Regular outgoing emails
for marketing

$55$
Establish governing body,
write charter, develop
operational guidelines
Customized off-the-shelf
technology platform
Additional stakeholder
engagement for requirements
and pilot testing of Web site

$58$

Governing body meets every
quarter (3 remote meetings
and 1 in-person meeting)
Review members enrolled to
verify affiliations and conflicts
of interest

Daily moderating of discussion
forums

Regular assistance for
members forming working
groups

Daily e-mail help desk support
Produce content (e.g., case
examples, templates or
toolkits) quarterly

Seek out news and events to
add to calendar

Maintain resource library,
seek out additional materials,
and develop indexing system
Monthly webinars

Focus group discussions to
assess CoP impact and health
Hire professional marketing
firm

S =550,000 to $100,000; SS = $100,000 to $200,000; 5SS = $200,000 to $400,000; SSSS = $400,000 to 5600,000
* Costs are highly dependent on the level of hands-on support invested by the sponsor, and whether the Web-based
CoP is subject to Federal regulations regarding reporting and accessibility.
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NEXT STEPS
Should AHRQ decide to fund a Web-based CoP on patient registries, the Agency should consider taking
the following four immediate next steps.

1. Determine the scope and target audience for a Web-based CoP on patient registries, using the
principles and recommendations described in this report. The scope should specify the range of
topics that will be covered in the CoP, including whether the CoP will focus exclusively on issues
relevant to U.S. registries or address issues relevant to both U.S. and international registries.
AHRQ should also define the primary target audience, secondary audience, and minimum
duration (e.g., 3 years) needed to attract initial members.

2. Determine the level of internal and external resources available for this initiative. Internally,
AHRQ should determine to what extent the Web-based CoP will be funded and sponsored by
AHRQ. Resources should be allocated either at AHRQ or at its designee to allow for sufficient
governance, management, and technical maintenance of the Web-based CoP, as described
above. Ifitis decided that the CoP will not be funded and sponsored by AHRQ, AHRQ can begin
to explore external stakeholder groups or partners that may be willing to sponsor such a
program. As a thought leader in the patient registries field, AHRQ has much to offer the sponsor
of a CoP and should seek to collaborate closely with the sponsor of such an initiative.

3. Establish a stakeholder steering committee. Before work begins on developing the Web-based
CoP, the sponsor should establish a stakeholder steering committee that will help guide the
development, launch, and ongoing management of the CoP. Early and continuous stakeholder
involvement will ensure that the Web-based CoP is a tool that will be useful and relevant to
stakeholders.

4. Determine the functional requirements for the technology platform needed to carry out the
program goals and objectives. AHRQ or its designee should explore the information technology
and Web hosting vendors available for hosting the Web-based CoP. Because the Web presence
of the CoP will be the primary way that members interact with the community, the Web site
plays a crucial role in facilitating and encouraging member participation. The vendor should be
template- and/or module-driven, as described above, and should offer the flexibility to
accommodate many different types of stakeholders and their topics of interest.

CONCLUSIONS

The background research and stakeholder input summarized in this report suggest that there is a very
strong interest in a Web-based CoP on patient registries, and that it is a practical, feasible, and timely
idea. Stakeholders have a broad range of questions about creating and using registries. Researchers,
health care providers, and representatives from government, industry, payer, and patient organizations
all noted that the value of a Web-based CoP would depend on its ability to remain relevant and enable
them to do their work better, faster, or more easily. Stakeholders also saw the value in a tool that
would facilitate networking, interaction, and collaboration; improve efficiencies in resource use and
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reduce duplication of effort; improve patient care and outcomes; provide an organized system for
learning and information sharing; and serve as a collective voice for patient registries on the national
stage.

The software required to conduct such a Web-based CoP is readily available “off-the-shelf” so that the
technical focus would be on selecting which features to use and apply rather than building custom
software. The U.S. Department of Health and Human Services and other Federal agencies already
sponsor numerous Web-based CoPs, providing precedents regarding regulatory and reporting
requirements of such a Federally sponsored tool. Furthermore, stakeholders interested in patient
registries see AHRQ as a logical choice for advancing this effort, given its reputation as an unbiased,
knowledgeable, and trusted leader in the field of observational research methods, quality improvement,
and patient registries.

Stakeholders provided concrete feedback about the features they would like to see in a Web-based CoP
on patient registries. In keeping with the vision laid out by stakeholders, a Web-based CoP on patient
registries should be established that would provide a mechanism for persons interested in starting
registries, or using existing ones, to engage in discussions with their peers and other subject matter
experts about a broad range of registry-related topics.

Should AHRQ decide to move forward with a Web-based CoP on patient registries, the agency should
determine the scope and target audience for the CoP; determine the level of internal and external
resources available for this initiative; establish a stakeholder steering committee; and determine the
functional requirements for the technology platform. As the CoP is launched, continued discussions
should be held with stakeholders to further refine requirements and priorities and to ensure that the
CoP best serves its intended audience.
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APPENDIX A: GLOSSARY OF TERMS

The definitions below are provided in order to clarify how these terms are used in this report and are
not intended to represent the full and accurate definitions of these terms as they may appear in other
publications or Web sites.

Blog — derived from the previously-used term “web log”. A blog is “a discussion or information site
published on the World Wide Web consisting of discrete entries (“posts”) typically displayed in reverse
chronological order so the most recent post appears first.”**> Blogs can be authored by a single
individual or a large group of individuals (often called “multi-author blogs” or MABs), and can be limited
or broad in topical focus.

Chat room —a form of synchronous, online text-based conferencing which enables multiple users to
exchange text messages that appear to all users in the chat room simultaneously. The key aspect of a
chat forum is that the interaction between the users happens in real time. The text discussions from a
chat room session are not typically archived after the session is complete, although they can be. Some
forms of chat rooms also include the ability to use voice in addition to text.**

Community of Practice (CoP) —a group of people who share a concern or passion for something they do
and learn how to do it better as they interact regularly.*

Discussion forum or message board —a Web application that allows users to hold conversations in the
form of posted messages. These messages are often asynchronous in nature and archived for future
viewing. Messages may need to be approved by a moderator or administrator before they become
visible in the forum. Discussion forums can be subdivided by conversation topic into multiple

“subforums.” Each new discussion started in a forum is sometimes called a “thread.”*®

Mashup —any Web application that combines multiple Web 2.0 functions from different sources to
establish a new service.

Member directory — stores and displays information about community members in a roster format. The
information is typically provided by members themselves when they register to become part of the
community, and can include basic contact information (name and e-mail address) or more detailed
information such as role (e.g., researcher, clinician, patient). Some information not explicitly provided
by members (e.g., date joined, level of activity on the site) can also be displayed here for administrative

use.

Message board — see Discussion forum.

Microblog — A blog that allows only very brief blog posts, typically with a character limit of 150-200 or
less. Small images may be included as well as brief audio and video clips. The most popular microblog is
Twitter, although sites like Facebook and LinkedIn also facilitate microblogging in the form of “status
updates.”

Web-based (or online, virtual) Community of Practice — a CoP that is developed and/or maintained
using the Internet.”’
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Podcast —a multimedia digital file (audio, video, or both) made available for free or for purchase on the
Internet. Users download the podcast to a portable media player or computer to listen or view.*®

Rating or ranking — a functionality of a Web application that allows users to assign a value to an item
that reflects their positive (and sometimes negative) response to that item. The value attribution can be
mono-directional (e.g., a “thumbs up” option that the user can choose to select or not select), bi-
directional (e.g., both “thumbs up” and “thumbs down” options) or continuous (e.g., 1-5 stars). Value
can be attributed to blog posts, posts in discussion forums, and almost any other content hosted on a
Web site.

Resource library — a designated area of a Web site that houses informational resources in an organized
manner. The resources can include documents, files, citations of external publications, and hyperlinks
to external Web sites. They can be organized by topic, source, or other characteristic, and may or may

not be searchable for users.

Rich Site Summary (RSS) — a Web feed format used to publish frequently-updated works (such as blog
entries, news headlines, etc.) in a consolidated, standardized way for the viewer. An RSS document
(called a “feed”) includes full or summarized text, plus metadata such as publishing dates and
authorship. Users typically subscribe to a feed, and then view the feed with Web-based, desktop-based,
or mobile-device-based software called an “RSS reader.”*

Social media — a group of Internet-based applications that build on the ideological and technological
foundations of Web 2.0, and that allow the creation and exchange of user-generated content.*

Tag — a non-hierarchical keyword assigned to a piece of information such as a blog post, digital image, or
computer file. This kind of metadata helps describe an item and allows it to be found again by browsing
or searching. Tags are usually single words or very short phrases, and can be assigned by the item's
creator or by its viewer.”*

Tag cloud — a visual representation of text data, typically used to depict tags on Web sites. The
importance of each tag is usually shown with font size or color. This format is useful for quickly
perceiving the most prominent terms and for locating a term alphabetically to determine its relative
prominence. When used as Web site navigation aids, the terms can be hyperlinked to items associated
with the tag.*?

User-generated content (UGC) — various forms of media content that are publicly available on the
Internet and created by end-users. To be considered UGC, the content must be published on either a
publicly accessible Web site or on a social networking site accessible to a selected group of people (i.e.,
not e-mails or private messages), must show a certain amount of creative effort (i.e., not replication of
existing content), and must have been created outside of professional routines and practices (i.e., not
created with a commercial market context in mind).>

Web 2.0 — Web applications that facilitate interactive information sharing, interoperability, user-
centered design, and collaboration on the World Wide Web.>*
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Webinar or Webconference — a synchronous, online video and audio conferencing event. Typically, a

webinar consists of one or more presenters and multiple attendees or audience members. The video
portion of the webinar may display the presenter themselves as they address the audience, or their
computer screen (e.g., as they display a slide presentation).

Wiki — a Web site developed collaboratively by a community of users, allowing any user to add and edit
content.>® Wikis may serve different purposes, including knowledge management or notetaking. A
single page in a wiki Web site is referred to as a "wiki page," while the entire collection of pages, which

are usually interconnected by hyperlinks, is "the wiki."®
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APPENDIX B: STAKEHOLDER MEETING AGENDA

Developing a Web-Based, Collaborative Forum on Patient Registries
Exploring the potential value for encouraging useful discussion, sharing of best
practices, and debate on new challenges

Stakeholder meeting sponsored by the Agency for Healthcare Research and Quality
Monday, March 26™ 2012
Holiday Inn National Airport
2650 Jefferson Davis Highway, Arlington, Virginia 22202

Meeting Agenda
Time Event
9:00-9:30 am Registration and Breakfast
9:30-9:45 am Welcome and Meeting Overview

Session Objectives:
e Describe project purpose
e Review meeting objectives and agenda
9:45-10:25 am Introduction to Web-based Forums and Communities of Practice
Session Obijectives:
e Describe the concept of communities of practice (CoP) and role of
a Web-based forum within those communities
e OQOutline the possible components of a Web-based forum
e Describe the CDC's initiative to promote the development of CoPs
and use of Web-based tools
10:15-11:15 am Need for a Web-based Registries Forum
Session Obijective: Participants will discuss the following questions in small
groups. Each group will then report out to the larger group.
e How do you currently learn about registry practices and interact
with others regarding this subject?
e |sthere a need for a Web-based forum on patient registries?
e Ifso, what would you most like to get out of such a program?
e What reservations, if any, would you have about participating in
such a forum?
e What topics about registries would you like see addressed through

the forum?
11:15-11:30 am Break
11:30 am-12:30 Lessons from Existing Web-based Forums
pm Session Objective: Representatives from several existing programs will

describe their communities of practice and use of Web-based tools.
e Program purpose
e Target audience
e Key features/services
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Time Event
e Infrastructure: technology, human resources, funding
e Metrics for measuring success
e Lessons and suggestions for a potential registries forum
Working Lunch
12:30-3:00 pm Key Considerations for a Web-based Forum on Patient Registries
Session Objective: Participants will work in small groups to outline key
components for a potential collaborative forum on patient registries and
then report out to the larger group for discussion.
12:30-1:30 pm
e Purpose and goals
e Participants and intended audience
1:30-2:10 pm
e Specific services and/or features
e Technology platform
2:10-2:40 pm
e Governance and management
e Promotion
2:40-3:00 pm

e General comments and discussion of cross-cutting themes and

critical design issues that may be emerging during discussion
3:00-3:15 pm Break
3:15-3:45 pm Value proposition and funding
Session Objective: Discuss the following questions.

e  Which of the possible goals of the forum would be the highest
priority for you? Why?

e Isit reasonable to think that you might spend a significant amount
of time (>1 hour/month) engaged in an on-line dialogue with
others through the forum? Under what conditions might you feel
comfortable participating at this level?

e What could be potential sources of support for such a forum?

3:45-4:00 pm Next Steps and Concluding Comments
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APPENDIX C: SCREEN SHOTS OF RESEARCH TO REALITY WEB SITE
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Figure 5: Research to Reality Discussions Page>8
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Figure 6: Research to Reality Cyber-Seminars Page>°

@h@ MNational Cancer Institute at the Netional Institutes of Health | www.cancer.gov

|"@® Research to Reality

Homs » Cyber-2aminars

Cyber-Seminars

Implementing Evidence-based Interventions within Healthcare - Q Search Cyber-
@

Systems: Experiences from the R2R Mentorship Program Seminar Archives:

October 08, 2012 2:00PM - 3:00PM EDT ::] m

Register Now! Join us in Ociober as we continue the exploration of practice-based See ihe Complele Archive s
evidence and how it can inform your own community’s efforts implementing
interventions within healthcare systems. In the second of a three part
series, The Mational Cancer Institute’s (MCI) Research to Reality (R2R)

October cyber-seminarwill highlight three of the R2R Mentorship Program Technical
projects that are implementing interventions within healthcare systems Find Requirements
out more. »
The Cyber-Seminars use
FIEERLEE Microsoft Live Mesting.
Your computer must be able
Lisa Troyer, BA o view Windows Media
Program Manager, Player Files (WM.
é Montana Cancer Control Programs,
- Maontana Department of Public Health and Human Services PC Browsers

Internet Explarer 7
Internet lorer 8

: - Firefoe 3.x
Michael Celestin, MA, CHES, TT3 —
Program Manager
Tobacco Control Initiative Mac Browsers
Louisiana State University Health Sciences Center-New Orleans, Firafox 3.x
Schoal of Public Health Safari 3.x

Angela McFall, MS Get more technical

Public Education Coordinator,
Cancer Prevention and Controd Section,

information about Live

Meeting at Microsoft.com

Michigan Department of Community Health

Get more information and register now. »

Recent Cyber-Seminars

Bridging Research and Reality: Practice-bazsed Evidence & Evidence based Practice
September 11, 2012 1:00PM - 2:00PM EDT

The franslational gap between research and practice has long been discussed, ofien as a one-way sireel
— get practitioners to recognize and ulilize the research that is being conducted. While important, equally
important is the reverse - integrating practice-based evidence and context into... More informafion. =

et more information and watch the seminar. =

Measuring for Improvement: The Health Disparities Calculator (HD*Calc)
July 10, 2012 2-00PM - 3:00PM EDT

The personal and economic costs of cancer health disparities are incalculabl
are more likely o be diagnosed with late-stage diseases that mig
n cured if diagnosed earlier. To effectively improv

Page 44 of 62 DRAFT Report



Options for Developing a Web-based CoP on Patient Registries September 28, 2012

APPENDIX D: SCREEN SHOTS OF TACOMMUNITIES WEB SITE

Figure 7: TAcommunities Home Page®?
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RRARR

Contact Us Policies
Copyright 2012 AED. All rights reserved.

This Web site was developed and is maintained to be accessible in accordance with Section 508 of the U.S. Rehabilitation Act. If you
are a user having trouble using our Web site, please contact 202-884-8215 (voice) for assistance.
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Figure 8: TAcommunities Communities Page®!
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This Community serves to disseminate information and provide a forum for discussion about the use
of interveners with children and youth who are deafblind. Members include professionals, parents,
and administrators.

Least Restrictive Environment (LRE) - Part B
The Community focuses on strategies related to improving access to and engagement in the general
education curriculum and inclusionary practices, inside and outside of the classroom.

MERRC State to Local Monitoring
This Community is an on-line extension of the Northeast Regional Resource Center (NERRC ) State to
Local Monitoring Workgroup.

Pacific General Supervision Community of Practice
Our purpose is to create a network among the Pacific Special Education Community to share ideas to
improve General Supervision practices.
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Figure 9: TAcommunities Documents Page62
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Contact Us Policies
Copyright 2012 AED. All rights reserved.

This Web site was developed and is maintained to be accessible in accordance with Section 508 of the U.5. Rehabilitation Act. If you
are a user having trouble using our Web site, please contact 202-884-8215 (voice) for assistance.
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Figure 10: TAcommunities Links Page63

September 28, 2012
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community or
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Links

CDC PHIN CoP Resources
The Centers for Disease Control's Public Health Infermation Metwork has a web site devoted to
community of practice information and resources.

Data Accountability Center

Public access to data about children and youth with disabilities served under the IDEA - Part B and C;
technical assistance materials to support the collection, analysis and reporting of IDEA data; and the
forms and spreadsheets.

IDEA 2004 Regulations
Many resources and links on the Individuals with Disabilities Education Act (IDEA).

Mational Early Childhood Technical Assistance Center (NECTAC)
Strengthens state and local service systems to ensure that children wath disabilities (birth - 5 years)
and their families receive and benefit from appropriate supports and services.

Mational Inclusive Education Initiative [MIEI)

The NIE! is focused on improving educational services and cutcomes for students with autism and
related disabilities through efforts in the areas of leadership development, personnel preparation,
professional development, model demonstration, clinical evaluation services, and research and
policy, briefly described next. This project is supported by the Fund for the Improvement of
Education and is administered by the U.5. Department of Education.

RRCP - Regional Resource Centers Program
The RRC porgram partners assist state education agencies in the improvement of education
programs, practices, and policies that affect children and youth with disabilities.

Shared Work

IDEA Partnership Communities of Practice on SharedWork.org is designed to support and facilitate
the shared work that occurs among individuals, organizations and agencies at the local, district,
state, and national levels.

SPP/APR Planning Calendar
The 5PP/APR calendar was designed to assist States with the preparation and timely completion of
the State Performance Plan and Annual Performance Report.

TARD Network
A list of over 70 content centers for special, and regular, education technical assistance.

TARD Network Ning website
This is a new platform where the TARD Metwork can communicate and create groups.

The Matrix - Mapping Federal Resources for Technical Assistance & Information Services
The Matrix provides information on federally supported technical assistance services to a range of
stakeholders and encourages collaboration in planning and implementation among technical
assistance providers.

11 links

Suasest a o Community | Links || Help |

Contact Us Policies
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APPENDIX E: CONSIDERATIONS FOR A FEDERAL SPONSOR

OMB Clearance under the Paperwork Reduction Act

The Paperwork Reduction Act of 1995 (PRA) requires that the Office of Management and Budget (OMB)
approve any standardized information collection by a Federal agency which is administered to ten or
more people within a 12-month period.®* Any Web site managed or sponsored by a Federal agency
must assess the extent to which their activities fall under the PRA and need to be approved by OMB.

Existing Web-based CoPs have approached this issue in different ways, depending upon their individual
situation. For example, the Web-based CoPs for the TA&D Network ( and

) exist primarily to disseminate information, rather than collect it. They have
therefore determined that they are not eligible for OMB clearance and have not sought OMB clearance
under the PRA.*

In the case of an interactive, Web-based CoP as is described in this report, this assessment is
complicated by the potential use of newer technologies that have been developed since the PRA was
originally written. Recent communication from OMB has clarified the extent to which the PRA relates to
these new technologies. In the April 7, 2010 memorandum, “Social Media, Web-based Interactive
Technologies, and the Paperwork Reduction Act” (attached here as Appendix F), OMB identifies
technologies and Web-based activities that have come into frequent use by Federal agencies, and
clarifies which of these fall under PRA. While AHRQ should analyze this document in its entirety to
understand its full context, Table 7 summarizes some highlights from the memo that may be pertinent
to the types of activities discussed in this report.

Section 508

AHRQ should assess the extent to which any Web-based COP will need to be compliant with Section 508
of the Rehabilitation Act of 1973, which requires that Federal agencies’ electronic and information
technology is accessible to people with disabilities.®® As noted in the footer on their Web site,

is compliant with Section 508, and has been since its inception.®®

Freedom of Information Act

AHRQ should consider and prepare for the possibility that information made available on a Web-based
CoP could lead to a request from the public under the Freedom of Information Act (FOIA) of 1966.
Under this Act, “any person has a right, enforceable in court, to obtain access to Federal agency records,
except to the extent that such records (or portions of them) are protected from public disclosure by one
of nine exemptions or by one of three special law enforcement record exclusions.”®

It may be unlikely that AHRQ encounters such a request; reported that they
have not received a FOIA request to date. However unlikely such a request may be, it may be worth
determining how AHRQ policy will apply to these situations, and the appropriate response of the Web-
based CoP to such requests.
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Privacy Provisions of the E-Government Act

AHRQ should assess to what extent a Web-based CoP will be subject to the privacy provisions of the E-
Government Act of 2002. These provisions compel Federal agencies to conduct privacy impact
assessments for electronic information systems and collections and make them publicly available, post
privacy policies on agency Web sites used by the public, translate privacy policies into a standardized
machine-readable format, and report annually to OMB on compliance with section 208 of the E-
Government Act of 2002.”°

The Research to Reality Web site is compliant with these privacy provisions and underwent a privacy
impact assessment both through the U.S. Department of Health and Human Services and NCI.”* The
privacy guidelines for Research to Reality are published publicly on their Web site, at
https://researchtoreality.cancer.gov/about/policies.

Table 7: Web-based activities that do and do not require OMB clearance under PRA72

The following activities do not fall under PRA:

e Use of wikis

e  Posting comments

e  Functions that allow users to rate, rank, vote on, flag, tag, label, or similarly assess the value of ideas,
solutions, suggestions, questions, and comments posted by Web site users

e Any general request for comments or feedback, including those that pose specific questions designed to elicit
public feedback, as long as it is not presented in survey form and the responses are unstructured
0 This applies regardless of the format of the request for comments. For example, the request may be

made via social media Web sites; blogs; photo, or video sharing Web sites; or online message boards

0 This also applies if the request takes the form of a contest (i.e., a prize will be given)

e  Posting an agency email address or using an application for brainstorming or idea-generating on its Web site
to enable the public to submit feedback

e Collecting e-mail addresses for the purpose of sending agency updates, alerts, publications, or e-mail
subscription services

e Collecting mobile phone numbers for the purpose of text notification lists

e Collecting addresses for RSS feeds

e Hosting a public meeting

e The use of interactive meeting tools such as public conference calls, webinars, blogs, discussion boards,
forums, message boards, chat sessions, social networks, and online communities

e Information collected to create user accounts or profiles for agency Web sites, including e-mail address,
username, password, and geographic location (e.g., State, region, or zip code)

e  Features that allow users to customize the appearance of an agency Web site (e.g., faceted navigation, filters)

e Collecting Web site data to create a tag cloud

e Collecting information necessary to complete a voluntary commercial transaction

The following activities do fall under PRA:

e Distributing any type of survey (including Web polls and satisfaction surveys) that poses identical, specific
guestions. This applies regardless of format or mode of administration, including Web polls, satisfaction
surveys, pop-up windows, those sent via an e-mail list, during in-person meetings or focus groups.

e Requesting information from respondents beyond name and e-mail or mailing address (e.g., age, sex,
race/ethnicity, employment, or citizenship status)

e Use of a wiki to collect information that an agency would otherwise gather by asking for responses to identical
questions (e.g., posting a spreadsheet into which respondents are directed to enter data)

e Use of online accounts to collect information for programmatic purposes (e.g., using FAFSA to determine
eligibility for student aid)
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APPENDIX F: OMB MEMO ON SOCIAL MEDIA, WEB-BASED INTERACTIVE
TECHNOLOGIES, AND PAPERWORK REDUCTION ACT

[See attachment.]
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