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his report summarizes a roundtable discussion of managed

care experts and academic pharmacoeconomists, held in

March 2008 with the objective of defining action steps to
overcome barriers to the incorporation of real-world data into
health care decision making. The roundtable meeting was the
result of an initial program in July 2007 where managed care
decision makers and pharmacoeconomic experts defined these
barriers.! Real-world data in this context were characterized as
data not routinely collected in Phase III drug registration stud-
ies, including administrative claims data, patient registries, large
simple trials, resource use collection alongside clinical trials, and
electronic medical records.? These data are considered along
with standard safety, efficacy, and pricing information. However,
one conclusion from the first roundtable discussion was that con-
cerns around the quality assessment of such data have hindered
widespread use in decision making,

The Foundation of Managed Care Pharmacy (FMCP) rec-
ognized the value of real-world data in its AMCP Format for
Formulary Submissions, version 2.1, a structured outline for the
presentation of information by pharmaceutical companies on
their products to managed care decision makers.® As a sponsor
and developer of this standard, FMCP has invested in the adop-
tion of the AMCP Format by manufacturers and health plans.
Following a broad communication strategy, over 50 training sem-
inars to managed care pharmacists on using the AMCP Format
have been held.* The acceptance of the AMCP Format approach
has improved since its inception in the year 2000; however, its
impact on formulary decisions is still in its infancy. A recent sur-
vey found that approximately one-third of all pharmacy directors
request information from drug manufacturers in a form that is
consistent with the AMCP Format.” While information delivered
in the dossier concerning the safety and efficacy for labeled use
was perceived by the health plans to be mostly satisfactory, the
information related to off-label use, costs, and benefits was per-
ceived as incomplete, lacking in clarity, and potentially biased.
These data indicate that despite extensive efforts, the implemen-
tation process has not yet been fully effective in promoting the
utilization of real-world data.

The struggle for adoption of new processes in health care
delivery is not new. In the United Kingdom (UK), an initiative
called PARIHS (Promoting Action on Research Implementation

Note: This article is the subject of an editorial that appears on pages 294-296 of this issue.
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in Health Services) has addressed the importance of process
implementation, and in the United States a framework called REP
(Replicating Effective Programs) has been established.®” Both
present conceptual frameworks and their application for transfer
of health care knowledge from research into practice or from one
organization to another from the perspective of implementation
sciences. Within the circles of implementation science, a theory of
“sticky knowledge” has been propagated, referring to the inherent
resistance of the old process against the new. This leads to inef-
ficient knowledge transfer as a significant barrier to implementa-
tion of new processes into the health care environment.*-

These publications highlight that a structured process must
support the effective introduction of an innovation. This process
consists of actions before the actual change (learning before
doing) and actions after the first day of usage (learning by doing).
The process involves the source of the knowledge, the recipient of
the knowledge and the environment for the change, and it should
be guided by personal facilitation. As related to the incorporation
of real-world data into formulary decision making, the creation of
a process or technique for using real-world data is only a starting
point. Implementation requires a multistep process, to be care-
fully planned and executed.

Thus, while the 2007 meeting of managed care experts and
academic pharmacoeconomists recognized the importance of
real-world data, identified the potential barriers, and recom-
mended methodological approaches to overcome those barriers,
the issue of process implementation was not fully addressed.
The methods and the planning of process implementation were
targeted in 2008, where the participants focused on (a) integra-
tion of currently available tools for quality assessment of real-
world data studies into 1 standard instrument; (b) creation of an
implementation process for the dissemination of the instrument,
including its validation by peer groups; and (c) establishment of a
training certificate program to educate the potential users of such
a tool. Here, we report the progress of the work and the resulting
integrated action plan to support the developing body of research
on this topic.

Methods

Prior to the roundtable event, participants were assigned to the
following 4 workgroups: (1) Next steps for the International
Society for Pharmacoeconomics and Outcomes Research (ISPOR)
Task Force on Real-World Data; (2) Real-world data assessment
instruments for researchers and users of research; (3) Acceptance
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process for an assessment instrument; and (4) Training and
education on the use of an instrument. The roundtable pro-
gram was structured in sequential steps, including preparatory
workgroup activities, discussion and assessment at the round-
table, and work-up in the workgroups. Finally, all recommenda-
tions were collected, refined at the roundtable, and prioritized to
yield an integrated action plan.

Results

The discussions are presented in the sequence of the 4 work-
groups including the findings of the preparatory phase and the
recommendations formed during the course of the workshop.

Workgroup 1: Continuation of the Work of the ISPOR Task
Force on the Use of Real-World Data. In response to the
increasing request by decision makers for real-world outcomes
information,? ISPOR created a Task Force on Real-World Data
to develop a framework to assist health care decision makers in
understanding real-world data in the context of application to
reimbursement decisions.? The open comment period yielded
over 70 comments from ISPOR members and these comments
were summarized by the workgroup. The following core needs
were identified:>!° (a) more guidance on defining a “Hierarchy
of Evidence” that incorporates real-world data; and (b) guidance
on how real-world data should be applied to reimbursement
decisions, perhaps through guidelines or case studies. These key
requests validated the overall premise of the roundtable discus-
sion by expressing a strong need for specific guidance on inter-
preting real-world data.

Various systems have been suggested to grade the quality of
evidence for clinical decision making.>!"** In a nutshell, the cri-
teria for grading use either technical criteria to evaluate strength
of research design and internal validity or the “net benefit”
criterion (e.g., the magnitude of benefit compared to trade-offs).
Discussion is ongoing about whether it is possible, or useful, to
determine a "fixed” system for defining a hierarchy of evidence
that can accommodate both criteria.'* Critics fear that hierarchies
of evidence are over-simplistic, pseudo-quantitative approaches
to replace informed judgment.?® Proponents state that such
instruments will help producers and users of these data to orient
themselves in a standard framework. The recommendation of
the workgroup was that organizations vested in the creation and
utilization of such evidence, such as ISPOR and AMCP, should
evaluate the state of the art in developing and using “evidence
hierarchies” and the feasibility of adopting a standard, more
inclusive, hierarchy system.

In order to substantiate the potential for using real-world data
for reimbursement decisions, the group analyzed 4 case studies
where real-world data based evidence was used to make a deci-
sion involving conditional reimbursement. The first example was
the conditional reimbursement for a targeted multiple sclerosis
therapy of interferon and glatiramer acetate. The agreement

between the UK authorities and the manufacturer was that
drug costs would be reduced if a cost-effectiveness threshold of
£36,000 per quality-adjusted life year over 20 years was exceeded
based on an ongoing collection of real-world data.?! The second
example was the reimbursement scheme for bortezomib (Velcade)
in the UK. The manufacturer agreed to rebate the full cost of the
drug if the patient did not achieve at least a partial response to the
treatment after a maximum of 4 treatment cycles as measured by
a marker protein.?? In the third case study, the reimbursement of
the Oncotype Dx, a test for the identification of recurrence risk
for women with early stage breast cancer, was deemed acceptable
by the health insurer United Healthcare for 18 months if the test
led to reduced volume of chemotherapy in those women who
had been identified as low risk.?*> The final example of “Coverage
with Evidence Development” has been suggested by the Centers
for Medicare & Medicaid Services (CMS), whereby reimburse-
ment is given for a limited time on the condition that evidence of
effectiveness and/or safety of treatment is collected, often as part
of real-world trials.?*2>

Agreements like the ones outlined above may allow additional
data collection for new therapeutic interventions while limiting
the risk for the payer. Conditions for reimbursement become
linked to real-world effectiveness, as determined by the evalu-
ation of real-world data. For such agreements it is important to
use clear definitions of the type of data used, the quality of data
requested, and the cut-off points for the reimbursement, and to
agree on a manageable volume or length for data collection. In a
subsequent step, further decisions can then be made based on
improved real-world evidence on the treatment effectiveness.

To avoid biased reporting of the results of observational stud-
ies and to make sure that all existing evidence is accessible to
decision makers, Workgroup 1 suggested a voluntary registry of
observational studies, which should lead to increased credibility
of these studies and the organizations conducting these studies.
Transparency is important for models and real-world evidence.
However, the degree of transparency depends, among other fac-
tors, on the level of expertise of the user of this information. To
allow more standardized qualifications of models or real-world
data studies, Workgroup 1 proposed the establishment of an
independent body or review process, which could be formed as a
consortium of experts giving access to a broad range of resources
and expertise for an audit, review or quality certification process.
Such a body could, for example, be associated with an organiza-
tion like FMCP as a service to the AMCP membership.

Workgroup 2: Assessment Tool for Researchers and Users
of Research. The 4 managed care organization participants
reviewed how instruments for assessing the quality of real-
world data studies have been used in their organizations.
Among them, none used a published instrument for assessment
of the quality of real-world data studies currently, or had done
so in the past. In order to consider such a tool, the instrument
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W Summary of Checklists Evaluated as Basis for the Roundtable Discussions

Authors Number
Year and Source | Country Title Objectives of Criteria
2004 | Philips, UK Review of guidelines for * To summarize published guidelines for assessing the quality of 69
Ginnelly, good practice in decision- decision-analytic models in HTA.
Sculpher, analytic modeling in health | ¢ To develop a synthesized guideline and accompanying checklist using
etal.? technology assessment available good practice guidelines.
* To provide guidance on key issues not yet covered in published
guidelines.
* To consider expectations of future decision-analytic models for NICE
technology appraisal process and HTA.
1996 | Drummond, UK Guidelines for authors and To improve the quality of submitted and published economic evalua- 35
Jefferson?® peer reviewers of economic tions by agreeing on acceptable methods and their systematic application
submissions to the BM]J before, during, and after peer review. Includes:
* Easy guidelines for economic evaluation
* A checklist for use by referees and authors
* A checklist for use by editors
2007 | von Elm, Inter- The Strengthening the To develop recommendations on what should be included in an 22
Altman, national | Reporting of Observational accurate and complete report of an observational study. The scope of
Egger, et al > Studies in Epidemiology the recommendations was to cover 3 main study designs:
(STROBE) Statement: guide- | e cohort
lines for reporting observa- o case—control
tional studies * cross-sectional studies
2007 | Peterson, Inter- A checklist for medication To develop a checklist of items that should be either included, or at least 20
Nau, Cramer, | national | compliance and persistence | considered, when a retrospective database analysis of medication compli-
et al. > studies using retrospective ance or persistence is undertaken.
databases
2003 | Motheral, us A checklist for retrospective | To develop a checklist supporting decision makers in evaluating the 27
Brooks, database studies—report quality of published studies that use health-related retrospective
Clark, et al.>! of the ISPOR Task Force on databases.
Retrospective Databases
1998 | Halpern, Inter- Health and economic out- To improve the development and review of models by defining 26
Luce, Brown, | national | comes modeling practices: a | recommendations and a quality control checklist
Geneste?’ suggested framework
2007 | Mauskopf, Inter- Principles of good practice To present guidance on methodologies for budget impact analysis for 29
Sullivan, national | for budget impact analysis: producers and reviewers and users
Annemans, report of the ISPOR Task To develop a format for presenting the results
et al.?® Force on Good Research
Practices--Budget Impact
Analysis
2003 | College des France Guide méthodologique pour | To improve the quality of health-economic studies in France
Economistes I’évaluation économique des
de la Sante38 stratégies de santé
2000 | Hannover Germany | Deutsche Empfehlungen zur | To define the minimum requirements for methodology and transparence 10
Consensus gesundheitsokonomischen
Group®’ Evaluation (German recom-
mendations for health care
economic evaluation studies)
2003 | Weinstein, Inter- Principles of good practice To provide modelers with guidelines for conducting and reporting model- | 40
O’Brien, national | for decision analytic model- | ing studies
Hornberger, ing in health-care evaluation
etal.® (ISPOR).
2004 | Des Jarlais, Inter- Improving the Reporting The main goals of the meeting were to: 46
Lyles, Crepaz, | national | Quality of Nonrandomized (1) communicate the usefulness and importance of adequate reporting
et al.?® Evaluations of Behavioral standards,
and Public Health (2) reach consensus on reporting standards for behavioral interventions,
Interventions: The TREND (3) develop a checklist of reporting standards to guide authors and jour-
Statement nal reviewers, and
(4) Develop strategies to disseminate the resulting reporting standards.
2003 | Ofman, Inter- Examining the value and To create a quantitative approach to the appraisal of health economic 16
Sullivan, national | quality of health economic studies
Neumann, analyses: implications of uti-
etal® lizing the QHES
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W Summary of Checklists Evaluated as Basis for the Roundtable Discussions

(continued from previous page)

1998 | Downs, UK

Black?’

The feasibility of creating a
checklist for the assessment
of the methodological qual-
ity both of randomized and
non-randomized studies of
health care interventions

To test the feasibility of creating a valid and reliable checklist with the 26
following features: appropriate for assessing both randomized and non-
randomized studies; providing both an overall score for study quality and
a profile of scores not only for the quality of reporting, internal validity
(bias and confounding) and power, but also for external validity.

HTA = health technology assessment; ISPOR = International Society for Pharmacoeconomic and Outcomes Research; NICE = National Institute for Clinical Excellence;
QHES = Quality of Health Economic Studies; TREND = Transparent Reporting of Evaluations with Non-randomized Designs; UK = United Kingdom; US = United States.

would need to be short, simple to use, concise, and validated.
In addition, recommendation by a national organization would
be seen as a positive factor.

With these objectives in mind, Workgroup 2 evaluated
existing instruments for application towards the assessment of
real-world data studies. The goal would be to consolidate these
instruments into a useful tool for decision makers to evaluate
real-world data.

Individual members of the workgroup nominated various
instruments for inclusion in the evaluation. The resulting 13
published assessment tools were reviewed for suitability to
critique real-world data studies.?*¢3® Table 1 summarizes the
evaluation tools included in this work. Prior to the meeting,
members of the workgroup assessed the tools according to (a)
target user (researcher, journal reviewer, systematic reviewer,
decision maker); (b) study type (prospective, retrospective, mod-
eling); (0) phase of research (planning, publishing, using); (d)
type and number of domains used in the assessment tool; (e)
grading system used; (f) strengths and weaknesses; and (g) geo-
graphic transferability. The perspectives of evaluation tools can be
either from the viewpoint of the researcher (assurance of research
quality), of the reviewer (assurance of research and publication
quality), or of the decision maker (assurance of evidence quality
and relevance). The instruments evaluated had been developed
for a variety of study types, including modeling,2%-°3!:33% non-
randomized studies,”” budget impact analysis,*® retrospective
studies,?*-27:31:3234 or studies of compliance and persistence.*

The number of questions or criteria assessed varied consider-
ably across the instruments. The mean number of criteria was
30.5 with a range of 10 to 69 questions. The structure of the ques-
tions was either by publication outline (objectives, background,
methods, results, discussion, and limitations) or by methods
(comparators, bias, and sensitivity analysis). Only 2 of the instru-
ments indicated that they had been validated,?3° whereby a
validation process involves determination of the congruency of
independent assessments of the same research report by several
evaluators using the instrument to be validated. For the majority
of instruments, no updates were available. In general, yes-or-no
questions were used in the evaluation as opposed to a scale.
Although our review was not intended to be comprehensive of
every real-world data assessment tool available, this evaluation

of a selection of 13 assessment tools confirms the findings of a
previous study performed by the Agency for Healthcare Research
and Quality (AHRQ) in 2002. There are a variety of checklists,
which may lead to different assessment results, and it is up to the
user to select the most suitable tool.

This workgroup recommended the collection of all instru-
ments available and classification according to their usefulness
and impact on decisions from the viewpoint of a decision maker.
The overriding objective of this work would be the development
of 1 consolidated instrument in the form of a modular assess-
ment tool with different axes by (a) study objective: economic
impact or cost-effectiveness, heath outcomes, patient reported
outcomes; and (b) study type: model, clinical prospective study,
or retrospective data analysis. Workgroup 2 also acknowledged
the importance of validating a consolidated instrument for qual-
ity assessment of real-world data by a broader group of users.

Consolidation does not necessarily mean the creation of a new
additional instrument. Instead, it involves a thorough compari-
son of the existing instruments and selection of those criteria that
are recognized as key indicators of the required quality assess-
ment. In the September 2008 issue of JMCP, Fairman and Curtiss
reported a comparison of a range of research and publication
guidelines*® A similar comparison, with a focus on real-world
database research, would form the foundation of a consolidated
tool to quickly link assessment to the quality evaluation at hand.
Consequently, the first step for a consolidated tool would be the
development of a comprehensive list of criteria, which define the
quality standard expectations by type of quality assessment need.
However, such a comprehensive list must be balanced against a
key request from the user perspective, which was to keep it short
and simple. There are 2 different approaches to deal with this ten-
sion. To create a “user-friendly” tool, the items could be ranked to
identify the 10 most important factors from the decision maker’s
perspective. Alternatively, an independent body or review pro-
cess could decrease the skepticism of decision makers towards
real-world data studies, without increasing the complexity in the
individual decision-making process.

Workgroup 3: Process to Achieve Dissemination and
Acceptance of an Assessment Tool. One conclusion reached in
the Fairman and Curtiss review of guidelines was that there is
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ample guidance existing, but that the use of it is limited.*® Thus,
guidelines are not widely adopted, and their existence does not
guarantee a minimum quality standard of published research.

Due to the demonstrated challenges regarding the uptake of
tools such as the AMCP Format for Formulary Submissions® and
implementation of evidence-based decisions in health care,®8
Workgroup 3 was assigned to outline a process for high-level
agreement on the acceptance of an instrument for quality assess-
ment to ensure widespread adoption of the instrument.

The initial recommendation was to establish an expanded,
multidisciplinary advisory board composed of key decision mak-
ers and academic pharmacoeconomic researchers. The primary
goal of this group would be to advance the content from the 3
workgroups to present to a larger, public “user forum” includ-
ing professional bodies of decision makers and researchers,
clinicians, employers, patient or quality assurance organiza-
tions. Potential stakeholders represented in such a forum could
be the National Committee for Quality Assurance (NCQA) or
the AHRQ, CMS, Congressional Budget Office, Wellpoint, Blue
Cross Blue Shield, Kaiser, state Medicaid agencies, Department
of Veterans Affairs, University HealthSystem Consortium [UHC],
Institute of Medicine, World Association of Medical Editors, and
the recently formed Pharmacy Quality Alliance. The objective
would be to increase public awareness of the need for quality
assessment of observational evidence and subsequently, the
acceptance of observational studies meeting defined quality stan-
dards to be used in the decision-making process.

An alternative recommendation to a grass-roots initiative
was the involvement of an independent body or review process
for the “Quality Assessment of Real-World Information.” Such
an independent body could evaluate existing real-world data
information, based on the assessment tool, and provide recom-
mendations concerning the use of such information back to the
users, such as decision makers. Such an institution could also be
involved in the maintenance of the tools and in long-term studies
on the accuracy of the predictions drawn from real-world data
when executed within a health plan system, similar to case stud-
ies presented by Workgroup 1.

For either recommendation an important part of the process
would be input into the dissemination and adoption of a consoli-
dated instrument and a training platform for all stakeholders who
may use the instrument.

Workgroup 4: Training and Education. The objective of
Workgroup 4 was to outline an education process to commu-
nicate the efficient and competent use of the assessment tool to
all stakeholders. The goal of this initiative was to make training
available to all potential users, including researchers, evaluators,
journal editors, managed care representatives, physicians, and
patient organizations. The workgroup determined that any train-
ing program would have to assume that participants start from a
broad range of pre-existing knowledge.

WWWw.amcp.org

An inventory was taken of existing educational resources
of related professional societies. There are several sources for
education on the use of pharmacoeconomic evidence in for-
mulary decision making provided by ISPOR and AMCP/FMCP
including workshops, short courses, live seminars and program
content from annual meetings, which can be retrieved through
the respective internet sites (www.amcp.org and www.ispor.
org). The American College of Clinical Pharmacy (ACCP) has
a training module on the use of pharmacoeconomics and out-
comes research in patient care,” as well as guidelines for phar-
macoeconomic fellowship training.*> Other organizations such as
Health Technology Assessment international, Society for Medical
Decision Making, and AcademyHealth, offer links to existing
training programs, but have no internal programs of their own.

Workgroup 4 recommended the creation of a training certifi-
cate program on evaluating real-world data studies. The invento-
ried coursework could be provided through the Web as introduc-
tory courses, and advanced courses tying this work together to
the application of real-world data in formulary decision making
could be conducted face-to-face. The certificate program could
then be supplemented by an ongoing mentoring option. The
program was envisioned as a set of sequential modules. Once all
the Web-based modules have been successfully completed, the
participant qualifies for an interactive live program, or advanced
course, on quality assurance for real-world studies. For the face-
to-face advanced programs, a “speaker’s bureau” was recom-
mended with qualified trainers for these courses. Training could
be offered from the associations to their members, or organiza-
tions or companies to train their employees could hire trainers.
After the live advanced course, the participants could then enroll
into an ongoing mentoring program to facilitate the uptake of the
methodology in the participant’s work routines. This mentoring
program was envisioned as a “mentor’s bureau” formed by the
active users of the tool in their decision-making process. The
reason for suggesting such a mentoring system is the experience
that it is often difficult to transfer a newly acquired process or
methodology into daily practice. While the newly learned process
and method may seem to be clear in the classroom situation,
obstacles often appear only in the practical application. A mentor-
ing system may be a faster way of overcoming the obstacles and
avoiding frustrations in the application. Conversely, a mentoring
system could also help to bring the typical problems in the appli-
cation back to the development team.

The development of the program should be financed by
sources independent from manufacturers of products to be
decided on. The recently passed economic stimulus package may
provide government-based funding options through the AHRQ.
The ongoing delivery of the training should be self-sustaining and
financed by fees for participation and certification. A mandatory
certificate for decision makers of leading organizations would
fundamentally increase the utilization and adoption of the instru-
ment and the standardization of the process.
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W Summary of Results From the Second Roundtable Discussion
on Using Real-World Data for Formulary Decision Making

Interdisciplinary Board for the Quality
Assurance of Real-World Data:

Driver & Guidance
Procurement of Funding
Sounding Board

Health Policy Interaction

Phase Pre-Implement Implementat
Analyze existing: Expand
Instrument Prioritization, Consolidate Validate Pilot Pilot Roll-Out
Categorization 0
Version 0 Version 0.1 Version 0.2 Version 0.5 Version 1.0

- Web based Complete training Complete series with
Training Workshops (AMCF, ISPOR) training modules series certification
Mentoring Board for the Quality Assurance Growing mentoring pool

of Real-World Data through users

Integrated Results of the 4 Workgroups. Workgroup 1 defined
the current status around the need for real-world evidence
through examples of its use in drug reimbursement decisions.
Figure 1 depicts the overall process, which was elaborated by
the 4 workgroups with the goal to improve the utilization of real-
world data by decision makers. The core of this approach was to
create a standardized instrument for quality assessment, which
was led by Workgroup 2; then to develop a process for uptake
and dissemination as outlined by Workgroup 3; and finally to
support the establishment of this approach with a certified train-
ing series defined by Workgroup 4. The roundtable participants
could serve as a steering committee for these activities and pursue
funding procurement. A larger body, to include interaction with
concerned stakeholders could be considered an “Interdisciplinary
Board for the Quality Assurance of Real-World Data.”

Discussion

The goal of the current roundtable discussions was to suggest
processes through which to improve the quality and acceptance of
studies based on real-world data to be used for decision making.
The preceding event in 2007 had identified hurdles for the inte-
gration of such studies into the decision-making process and led
to the need to begin formulation of a joint action plan developed
by formulary decision makers from managed care and pharmaco-
economic research experts on how to overcome these obstacles.!
The process recommended by the second roundtable includes:
(@ the establishment of a standard quality assessment tool by
consolidating previously suggested tools; (b) pilot testing and sub-
sequent validation of the robustness of the instrument in a larger
user forum; and (c) the communication of the tool through pub-
lications and workshops. In addition the creation of an oversight
board for safeguarding credibility and dissemination was recom-
mended along with a multistage training program with access to
a growing pool of users of the instrument. Quality assessment
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using an assessment tool or process is expected to help diminish
the research-to-practice gap** with respect to real-world data.

The process suggested in this roundtable has been formally
described as “knowledge transfer,”* defined as the implemen-
tation of knowledge by key stakeholders with the intention of
improving health outcomes and efficiencies of the health care
system. Change in health care does not happen easily, even if
there is hard evidence for the advantages of the new direction or
intervention.*"** The existence of quality processes such as the
AMCP Format or quality assessment instruments as they were
discussed during the roundtable event does not lead to their
automatic adoption.>*® Hurdles along the way can be located
on the individual, intra-organizational, or inter-organizational
level. Insufficient financial, intellectual, or structural resources
can limit acceptance of the new intervention. Those who should
change often fall back on the familiar way of doing things despite
evidence in support of the new ways.” Change has to be carefully
planned and facilitated throughout both pre- and post imple-
mentation phases. How the intervention is packaged, training,
technical assistance, and fidelity assessment are reported to be
crucial to the successful implementation of effective interventions
in health care.

However, the suggested process and tool are only first steps
to improve the utilization and outcomes of decision making with
real-world data. An iterative improvement process is mandatory.
For example, the AMCP Format, which was originally published
in the year 2000, was revised in 2002 (version 2.0) and 2005
(version 2.1), and further revisions will follow.? In addition to the
expert groups helping to keep the AMCP Format up-to-date, sur-
veys and studies have been conducted among the target audience
on the utilization and usefulness of the document.>#0-#8

This report only considers the validation of the instrument
for consistencies of the results when used by different users.
The important question, whether the inclusion of high quality
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real-world data and a standardization of the process of including
these data in decision making will improve the decisions and
their impact on health outcomes, is not addressed.

In May 2006, an international collaborative initiative called
the Enhancing the QUAlity and Transparency Of health Research
(EQUATOR) network was launched in London. The goal of this
initiative is “to enhance reliability of medical research literature
by promoting transparent and accurate reporting of health
research.” Assuring the quality of medical research literature
will be in high synergy with the goals of the ideas discussed
in the roundtable reported here. If such standards will be used
more consistently, they may facilitate the task of decision mak-
ers to assess the impact of research results on the health of their
membership.

Alternatives to the process suggested here were discussed
throughout the roundtable session, such as the creation of a qual-
ity certification body or review process, which would as an inter-
mediary certify the quality of real-world data and evidence and
interpret the potential impact on health outcomes and budgets.
The disadvantage of such an institution, in addition to the orga-
nizational and operational issues, would be that it would intro-
duce an additional interpretation level into the process instead of
increasing the general level of knowledge and experience within
the organizations.

One key limitation of this discussion is the presumption that
in most organizations a structured decision-making process exists
and the issue is only how to incorporate assessment of real-world
data into this process. This may not be the case for all health
plans, pharmaceutical benefit management companies, or other
organizations making decisions on drug formularies. However,
following the suggested pathway will not only increase standard-
ization of quality assessment of real-world data, but at the same
time it will also direct some attention to the decision-making
process in general and allow for a growing exchange among those
involved in the drug formulary decision-making process.

Conclusions and Recommendations

The roundtable discussion between formulary decision makers
of managed care and pharmacoeconomic academic experts led
to a multistep action plan to increase the utilization of real-world
data in decision making (Table 2). The proposed process should
involve all relevant stakeholders in the development, testing,
validation, and dissemination of a consolidated quality assess-
ment instrument. To increase the general level of qualification
for users of real-world data among decision makers, a multilevel
certificate-training program has been recommended. To facilitate
the integration of the instrument into the user’s organizational
procedures, a mentoring program for all graduates of the training
was proposed.

m Key Recommendations for

Improving the Use of
Real-World Data in Drug
Formulary Decision Making

Summary of recommendations:

» Formation of “Interdisciplinary Board for the Quality Assurance of Real-
World Data”

* Analysis of existing instruments for quality assessment of real-world data
* Prioritization of assessment criteria depending on decision context

¢ Consolidation of assessment tool

» Validation of tool in small user group, improvement where needed

« Pilot of tool in larger user group
*Development of certificate training series (Web based training modules and
face-to-face training)

« Roll out of instrument and training program

« Formation of mentoring group and system

» Ongoing support and guidance through “Interdisciplinary Board for the
Quality Assurance of Real-World Data”
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