(2 CLINICALLAB 20

The Synergy between Project Santa Fe / Clinical
Lab 2.0 and Choosing Wisely ®©

Gaurav Sharma, Richard Zarbo, John Carey, John Waugh, Bernard Cook, Mark Tuthill,
Linoj Samuel, Robert Tibbetts, Dhananjay Chitale, and Gabrielle Winston McPherson
(Henry Ford Health).

September 11, 2022

POSITION:

Project Santa Fe/Clinical Lab 2.0 laboratories recognize the value of Choosing
Wisely® evidence-based recommendations and strive to implement them for
the benefit of patients, providers, administration, and clinical laboratories.

A. Background
A.1 The Hidden Waste in Healthcare

The challenges of healthcare are complex societal and financial issues that are yet to be fully
understood and resolved in the United States. For example, while the healthcare sector
employs 11 percent of American workers and accounts for 24 percent of government spending,
it does not result in a healthier population (compared to other developed societies).! Further,
while responsible for the healing of human minds and bodies, the healthcare itself is impeded
by complexity and fragmentation of the health care system, unfettered utilization of services,
and hidden waste.

The problem of hidden waste is a profound one because, in a siloed delivery model, waste is
difficult to detect and thus challenging to prevent. The estimated annual cost of waste in the US
healthcare system ranges from $760 billion to $935 billion.? While clinicians understand the
exponential rise in healthcare services and resultant expenses, they cannot do much because
they are often uninformed on how they can modify their practices while adopting safe and
cost-effective changes. Thus, there is an ongoing need for national consensus in charting a
practical and evidence-based approach that is a win-win-win for patients, payers, and
providers.
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A.2. Choosing Wisely® Recommendations

To improve the quality of America’s healthcare system, in April 2012, the American Board of
Internal Medicine (ABIM) Foundation and Consumer Reports formally launched the Choosing
Wisely® campaign at the National Press Club in Washington, DC. This event unveiled 'Top Five'
lists of potentially overused tests, procedures, and treatments from nine specialty societies.
Since the inception of Choosing Wisely®, more than 80 specialty societies have joined the
campaign from many disciplines, and over 500 recommendations have now been published.

In healthcare, implementing change is a challenge, however Choosing Wisely® is an exception.
According to ABIM, Choosing Wisely® resonates with physicians and patients because it consists
of respectful conversations to make informed choices and framing unnecessary care as waste.
This approach is in alignment with physicians' professional values. Further, the
recommendations were deemed credible by physicians since it includes participation of highly
respected experts in their respective fields.3

A.3. Laboratory Testing and Choosing Wisely® Recommendations

Laboratory expenditure accounts for less than 5 percent of healthcare spending, yet test results
impact over 60 percent of medical decisions.* A mis-utilized (both over and under-requested)
laboratory test can result in unnecessary downstream clinical procedures and even lengthen
hospital stays.®> Therefore, since their inception, Choosing Wisely® recommendations include
guidance on laboratory testing.®

The American Society of Clinical Pathology (ASCP) has been a proactive part of the Choosing
Wisely® initiative since the beginning of the campaign. Further, through its Choosing Wisely®
Champion Awards, the ASCP recognizes pathologists and laboratory professionals who
implement Choosing Wisely® recommendations around laboratory testing. Several institutions
have adopted and implemented Choosing Wisely® recommendations including significant
reductions in unnecessary Vitamin D testing,” red blood cell utilization,® daily inpatient testing,®
and preoperative testing.1°

A.4. Project Santa Fe and Clinical Lab 2.0

In 2016, Project Santa Fe (PSF) was established both to provide thought leadership and to help
develop the evidence base for the valuation of clinical laboratory services to approach (or
prepare for) the next era of American healthcare.!! With a focus on utilization of laboratory
services under alternative payment models, PSF identified as opportunities the establishment
of institution-wide laboratory test formularies, documentation and education of provider test
utilization patterns, and utilization management of expensive and esoteric laboratory testing.

(Table 1).11
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Further, PSF leaders posited that laboratory professionals possess scientific knowledge,
awareness of quality principles and systems management, and access to diagnostic data
needed to design individualized- and population-level, data-driven insights to assist clinicians
and health systems in delivering effective and cost-efficient care. (Table 2).1! This novel non-
CPT-dependent approach was presented as Clinical Lab 2.0.

A.5. Laboratory Utilization as a demonstration project

One PSF founding member institution, Henry Ford Health, Detroit, committed to Utilization
Management as its PSF demonstration project. (Table 6).1! In this health system, the work on
streamlining existing processes and procedures around laboratory utilization management
began in 2012. Working with the C-suite of the health system, pathology service line leaders
created a tiered utilization and governance model that included a Medical Laboratory
Formulary Committee (MLFC) and two subcommittees, the Clinical Evaluation and Technical
Assessment Committee (CETAC) and the Laboratory Utilization Taskforce (LUTF).

The oversight of these committees (MLFC, CETAC, and LUTF) included both in-house and
referral testing in Anatomical Pathology, Molecular Pathology, and Clinical Pathology. The MLFC
(comprised of executive leaders from individual system hospitals) served as the final arbiter of
any pending appeals or concerns on CETAC and LUTF decisions.

These multi-disciplinary groups drafted a criterion- and consensus-based framework for
reviewing and adjudicating the utilization of existing tests and new test requests. The
leadership of these groups was derived from clinicians and clinical pathologists. This
arrangement allowed for a delicate balance of fact assessment, opinions, and an extended line
of sight on how laboratory tests could (and should) be utilized to satisfy a particular clinical
need.

Since the inception of this initiative at Henry Ford Health, the work of MLFC and its
subcommittees has guided cost avoidance of over $6 million, resulted in the classification of
over 100 esoteric tests (including expensive molecular genetic tests), and completed over 10
multi-disciplinary projects, the majority of which were inspired by Choosing Wisely ©
recommendations. These projects across the Pathology service line included reducing daily
inpatient testing, vitamin-D testing, and urine cultures.

The ASCP has recognized the work of these Henry Ford Health teams in modeling utilization
management with five Choosing Wisely® Champion Awards between 2016 and 2022. These
Choosing Wisely® Champion Awards to individuals and teams from Henry Ford Health amount
to the highest number awarded to any health system in the US. Broad interest in the Laboratory
Utilization Management work at Henry Ford Health has resulted in featured podcasts and
publications from the American Hospital Association and the College of American
Pathologists.!?
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B. Conclusion and Next Steps

In this summary, we suggest that the goals of Choosing Wisely® and Project Santa Fe/Clinical
Lab 2.0 are highly aligned. This alignment empowers the move towards high-value care, low-
cost diagnostic services in our value-oriented future. Therefore, we conclude and posit:

e Laboratory Utilization Management, as described above, should be considered the first
approach requiring high effort but low-cost information technology work for any
institution considering a CL 2.0 engagement.

e While Choosing Wisely® provides evidence-based guidelines, the value-oriented
approach of the Project Santa Fe/Clinical Lab 2.0 framework provides the local-level,
clinician- laboratory collaboration needed for the grassroots implementation of
Choosing Wisely® recommendations.

e Existing and new Choosing Wisely® recommendations should be embraced within the
Project Santa Fe/Clinical Lab 2.0 framework's alignment to value (over volume). This
endorsement will help raise the awareness of Choosing Wisely® recommendations
amongst clinicians and laboratory professionals.

e Llastly, effective Laboratory Utilization Management comprises a critical component of a
functional PSF model that is being developed for broad adoption across the United
States.
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About Project Santa Fe Foundation:

Project Santa Fe Foundation, a 501c3 not-for-profit, is a coalition of laboratory leaders, coming
together to create a disruptive value paradigm and explore alternative business models that
expand the role of diagnostic services in the future healthcare ecosystem.

We will leverage laboratory medicine and pathology domain knowledge to establish the
standards and evidence for Clinical Lab 2.0. We will facilitate diverse partner collaborations in
order to guide policies, transfer the knowledge and accelerate the Clinical Lab 2.0 movement
across the industry.
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