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Executive Summary 
The rapidly changing environment of healthcare is shifting towards value-based 
care and engaging patients as active participants in their wellness. This shift 
presents a unique opportunity to transform the role of laboratory diagnostic 
services to actively collaborate with providers, health systems, and patients to 
improve outcomes and reduce overall costs. The national focus addressing chronic 
disease provides a striking opportunity for the Clinical Lab 2.0 (CL2.0) movement 
to transform our scientific approach from reactive confirmation to proactive 
prediction. The use of longitudinal laboratory data has the potential to support 
early detection, predict risk of disease, and positively impact population health. 
This manuscript conveys how the CL2.0 Lab-Initiated Care Models and evidence 
collected through the Multi-Institutional Demonstration Projects conducted 
through the Project Santa Fe Foundation (PSFF) help demonstrate the critical value 
of laboratory services in the ever-evolving healthcare landscape.   

Introduction 
The American healthcare system is increasingly 
incorporating accountable care measures into the 
required metrics for health systems and providers 
under the Value-Based Care paradigm. These 
measures include both transactional Health 
Effectiveness Data and Information Set (HEDIS) 
quality measures of patient care, and strategic 
Hierarchical Condition Categories (HCC) for risk 
stratifying patients and their projected health 

resources utilization. The Centers for Medicare & 
Medicaid Services (CMS) aim to have all Medicare 
beneficiaries and the majority of Medicaid 
beneficiaries in an accountable care plan by the year 
2030(1). The CL2.0 model, developed through PSFF, 
provides a robust framework for clinical laboratories 
to become critical partners in supporting Value-
Based Care. More importantly, whether through this 
paradigm or under existing Fee for Service payment 
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mechanisms, the CL2.0 model empowers 
laboratories to be leaders and drivers in improving 
the health of the regional populations they serve with 
actionable laboratory data and zero-latency.  

As a thought leader in the laboratory industry, PSFF 
has focused on two initiatives. First is the 
development of an evidence base demonstrating the 
value of the clinical laboratory for healthcare 
organizations in meeting aims of Value-Based Care 
payment models, both clinical and financial. This 
initiative utilizes the CL2.0 Laboratory-Initiated Care 
Pathway model (Figure 1) as the mechanism for 
laboratories to prioritize strategic effort based on 

chronic disease prevalence, bring forward 
longitudinal data to inform laboratory-initiated 
interventions, and to subsequently track both clinical 
and financial outcomes to support population health. 
Since 2017, Demonstration Projects have brought 
forward evidence in support of the care pathways 
model shown in Figure 1.  These include early 
identification of acute kidney injury in patients 
admitted to the hospital (2), early identification of 
persons with gaps in prenatal care (3), proactive care 
of patients with hepatitis C viral infection (3), and 
identification of previously undiagnosed patients with 
chronic kidney disease (4). 

 

 

Figure 1: The Intersection of the Laboratory and Value-Based Care: Laboratory-Initiated Care Pathways. 
Strategic placement of the clinical laboratory in the value-based care workflow is shown. Data-driven knowledge 
can be translated into the insights needed to design actionable interventions. Measurement of outcomes then 
informs the metrics of value-based care, with the goal of improving the health status of the overall population. 
Reproduced with permission from: Crawford JM, et al. Journal of Applied Laboratory Medicine. Jan 2025; 10:140-
147. DOI: 10.1093/jalm/jfae113. 
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The second initiative employs the lessons learned 
from PSFF demonstration projects to develop the 
template for laboratories to use in local and regional 
CL2.0 initiatives.  

Key elements of establishing such initiatives include: 

• Possessing knowledge of standards of care, as 
articulated through clinical practice guidelines 
from authoritative organizations in the field; 

• Examining the longitudinal data generated both 
by the clinical laboratory, and as recorded in the 
electronic health record, to: (a) identify gaps-in-
care; (b) identify gaps-in-documentation of 
disease; (c) optimize clinical interventions and (d) 
understand the prevalence and severity of 
chronic disease in the regional population being 
served by that clinical laboratory; 

• Understanding care variations in delivery of 
health care to the regional population, including 
attention to issues of patient access; 

• Promoting diagnostic stewardship to understand 
the utilization of laboratory diagnostics for the 
population being served, with regards to both 
under-and over-utilization of laboratory testing; 

• Articulating the optimization of care, inclusive of 
using laboratory diagnostics to risk stratify 
patients to support proactive identification of 
health conditions and care for high-risk patients;  

• Leading or partnering in multi-disciplinary and 
inter-professional teams to establish and deploy 
the clinical programs that activate immediately at 
the time of diagnosis by the laboratory; and 

• Ensuring that quantitative metrics are proactively 
in place for evaluating outcomes, including both 
the health status of the population being served 
(aka, population health) and the total cost of 
healthcare, while documenting the contribution 
of the clinical laboratory to those outcomes. 

CL2.0 Laboratory-Initiated Care Pathways enable 
clinical laboratories to play a highly strategic role in 
the current healthcare environment by leveraging 
structured data that is already being generated by the 
laboratory as part of clinical workflow. Care pathways 
can also be triggered by absence of laboratory data 
that should have been obtained; this is closure of 

care gaps. CL2.0 care pathways support providers in 
reducing care variation and optimizing 
standardization of care delivery, including adherence 
to guidelines and the use of treatment algorithms. A 
key goal is to improve outcomes of individual patients 
and of the populations they represent, and to 
address high prevalence conditions that drive 
healthcare expenditures. Examples of a CL2.0 
Laboratory Initiated Care Pathway for anemia and 
chronic kidney disease are available on the CL2.0 
website (5). 

Methods - Developing Evidence 
To support clinical laboratories in developing the 
evidence base for the CL2.0 movement, PSFF formed 
a Multi-Institutional Demonstration Committee 
whose actions are driven by a 9-step business 
canvas framework (Figure 2). The business canvas, 
based on the Strategyzer Business Canvas Model (6), 
provides a framework to build a systematic model to 
analyze different opportunities for the laboratory to 
provide added value to their healthcare system. The 
resultant business canvas defines the value 
proposition of the clinical laboratory using CL2.0, 
outlines channels to communicate this value, 
describes customer segments for this new role of the 
laboratory, and articulates the necessary revenue 
models for such CL2.0 initiatives.   

Description of the 9-Step Business Canvas    
Step 1 - Customer Segments: The fundamental 
work product of clinical laboratories is high-accuracy 
results, delivered with rapid turnaround time at the 
lowest cost per test. We cannot overemphasize how 
important this foundational premise is and remains. 
This is often referred to as Clinical Lab 1.0. All CL2.0 
activities are predicated on high performance in the 
Clinical Lab 1.0 space. CL2.0 expands both the 
actions and responsibilities of the clinical laboratory, 
requiring laboratories to redefine their customer base 
in an era centered on real-time clinical insights and 
risk management. Potential customers may vary 
widely for Demonstration Projects and Laboratory-
Initiated Care Pathways. Stakeholders that benefit 
from successes in the CL2.0 space include hospitals 
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and integrated health systems, the corporate entities 
carrying risk for health care organizations, the in vitro 
diagnostics industry, and payers (insurance plans, 
self-insured employers). Stakeholders also include 
policy makers for payment systems, and national 
advocacy organizations (including those who 
formulate clinical practice guidelines). 

To identify potential stakeholders in the health care 
delivery pipeline, labs should ask: who is at risk 
financially and clinically when caring for a patient.  
These new customer segments may not yet view the 
laboratory as a strategic partner in risk identification 
and risk stratification, or in the facilitation of care 
pathways. Labs must proactively tailor 
communications to stakeholders, so as to have 
opportunity to demonstrate their laboratory’s value in 
managing population health.  

The ultimate customer for Demonstration Projects 
and Laboratory-Initiated Care Pathways is the 
patient. The benefits to patients include better 
understanding of their health status, empowerment 
to be engaged in informed decision-making for 
management of their disease conditions and 
management of their health risks, empowerment to 
engage in wellness strategies, and hopefully 
mitigation of patient financial exposure to 
catastrophic health care costs. Achieving these 
patient-centered outcomes is a team effort, involving 
providers and the health care teams directly involved 
in patient care, as well as the patients themselves. 

Step 2 - Value Proposition: For the CL2.0 
movement, a demonstration project is a single-site or 
multi-site project to develop real world evidence 
testing the hypothesis that the clinical laboratory is, 
indeed, of value to patient care beyond just resulting 
laboratory tests. The value proposition of a 
Demonstration Project starts by targeting high 
prevalence health conditions that impact the lives of 
a significant number of patients in the regional 
population served by that clinical laboratory. 
Conditions such as diabetes, cardiovascular disease, 
chronic kidney disease, anemia, premature births or 
chronic viral infections such as hepatitis C virus or 
HIV, are examples. The next step is to use published 

treatment guidelines to provide intelligence whether 
health care delivery is being optimized. This includes 
identifying gaps in care, as well as risk stratifying 
patients for proactive diagnostic assessment and 
health care management. The laboratory data in play 
can also contribute to comparing predicted to 
observed outcomes.  

The care pathways triggered by laboratory 
involvement then need to be analyzed for their 
impact on the total cost of patient care, relative to 
either historical or concurrent cohorts who were not 
subject to laboratory-triggered health care 
interventions. This is based on the premise that 
optimized health care is a cost avoidance strategy. 
Specifically, reduction in the progression of chronic 
disease and risk for severe acute care events results 
in lower costs for the healthcare organization 
providing care.  

Lastly, such laboratory data informs whether or not 
the healthcare organization is either meeting 
necessary quality measures and/or properly risk-
stratifying the patient population being managed 
under a risk-adjusted payment system. Laboratory 
data can be leveraged as a primary source of patient 
quality outcomes and risk adjustment. The corollary 
is that laboratory data, due to its accuracy, timeliness 
(there is no latency as the laboratory generates the 
diagnostic data), and actual content, is a powerful 
enhancer of the administrative billing and coding 
data that is routinely available to payers.  

The following vignette illustrates the value 
proposition for Clinical Lab 2.0: assessing risk for 
steatotic liver disease:  

Background: Maria R., 52, has diabetes and 
hypertension. Her routine lab panel identifies her 
diabetes as a condition and indicates that there has 
been no screening or non-invasive testing for 
steatotic liver disease based on current American 
Diabetes Association (ADA) guidelines.  For patients 
with diabetes or pre-diabetes who have not been 
screened for steatotic liver disease, as identified by 
absence of such screening in the health care record, 
the Lab 2.0 pathway prompts Maria’s primary care 
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provider either of opportunity to order elastography, 
or if previously authorized, orders non-invasive 
screening labs for the condition, informing her 
primary care provider and messaging Maria, in 
Spanish (her primary language), about what to 
expect.  Laboratory results risk-stratify Maria as 
having intermediate risk and advise further screening.  
Referral to a specialist is not yet advised since this is 
recommended for only high-risk patients.  The 
provider is relieved that referral is not yet needed, 
providing the opportunity for early intervention for 
steatotic liver disease and saving unnecessary 
specialist visits for Maria. Her care team adjusts 
metabolic therapy, vaccinates her for hepatitis A/B, 
and sets up nutritional coaching. Ninety days later, 
she’s on track with a realistic weight loss plan and 
has had no ED visits. Multiply Maria by thousands—
that’s the population level win. 

The problem: Steatotic liver disease affects 
approximately 70% of patients with diabetes, yet it is 
rarely identified early. Multiple reasons contribute 
to this diagnostic blind spot: performing non-invasive  

elastography is feasible in many settings, specialist 
capacity is limited, primary care workflows vary, and 
EHR problem lists underrepresent liver disease until 
late-stage disease is present. The result is reactive, 
episode-based care, including hospitalizations for 
decompensated cirrhosis, fragmented follow up, and 
missed opportunities to slow progression. The 
laboratory-initiated care pathway for non-invasive 
testing for steatotic liver disease can help close this 
health care gap. 

Leveraging Clinical Lab 2.0: Implementation of a 
Steatotic Liver disease Lab Initiated Care Pathway 
can help activate care by (a) reliably identifying the 
right patients from the entire diabetic population, (b) 
triaging patients (c) activating standardized care, and 
(c) measuring both clinical and financial value of the 
intervention. 

The Laboratory-Initiated Care Pathway serves as a 
scalable framework that promotes replication and 
supports the development of more advanced data 
analytics tools to drive risk-based care and proactive 
prediction of disease

Figure 2: 9-Step Business Canvas for a Demonstration Project, depicting elements needed to develop evidence supporting CL2.0.   
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Step 3 - Channels: The fundamental communication 
channel for the clinical laboratory is within their own 
healthcare organization. This includes C-suite 
executives, finance personnel, quality management, 
patient experience and population health 
departments. Perhaps most importantly, not only 
communication with but integration into multi-
disciplinary and inter-professional care management 
teams is an absolute requirement. A general step to 
ensuring the success of CL2.0 efforts is to ensure 
non-laboratory institutional champions are cultivated 
and available to advocate for the clinical laboratory’s 
value. A specific step is to have institutional 
champions for performance of Demonstration 
Projects. This involves advocacy for a programmatic 
initiative, operational planning and deployment, and 
assessing the outcomes and potential value of the 
programmatic initiative to the organization.  

Beyond intra-institutional communication and 
advocacy, sharing of both best practices and lessons 
learned at the national and international level is of 
value. This includes bringing your best practices 
forward at national conferences, through peer-review 
and thought leadership publications, and 
professional social networking platforms. On one 
hand, communication within our laboratory 
profession risks keeping us in our own echo chamber, 
but transformation of the laboratory industry from 
within is part of the CL2.0 mission. On the other 
hand, it is communication with the broader set of 
stakeholders that will ultimately determine the 
perceived value and funding of the clinical laboratory 
in these new activities. In order to align payment 
schemes with the CL2.0 paradigm, stakeholders may 
include: the provider community, the patient 
community (consumers), health system clinical and 
corporate leadership, payers, employers, the regional 
civic community, and federal and regulatory 
agencies. 

Step 4 - Customer Relationships: Channels and 
customer relationships work together in the 9 Step 
Business Model. It is important to cultivate and 
nurture relationships with the critical stakeholders 
above. The CL2.0 mission is realized as a campaign-

in-detail: each successful example enhances 
opportunity for future strategic initiatives. Education 
about the contribution that the clinical laboratory can 
make should be advanced through every available 
mechanism, including working through existing 
institutional committees, task groups, and 
departments (e.g., population health, quality 
management), establishing special task groups to 
address specific challenges, working with patient 
advocacy groups, federal and state policy makers, 
regulatory oversight bodies, and working with 
partners in the in vitro diagnostics industry.  

Step 5 - Revenue Streams: Current laboratory 
revenue models are on the basis of billable test 
codes in the ambulatory care setting, or through 
inpatient laboratory costs embedded in the 
Diagnostic Related Groups (DRGs) payment system. 
Funds flow for CL2.0 activities can be achieved 
through two general mechanisms. First, for clinical 
laboratories that are business units of integrated 
delivery networks, budget negotiations can establish 
the necessary funds flow for the leadership, 
participation, and data science activities that are an 
inherent part of CL2.0 work effort. Second, for 
independent clinical laboratories that run on their 
own budget, negotiated contractual relationships 
with client health systems, and/or negotiated funds 
flow mechanisms with payers, can support 
implementation of the clinical laboratory CL2.0 
model. A third but difficult to achieve mechanism is 
to be awarded a billing code for a specific CL2.0 
activity, such as predictive risk identification through 
multi-analyte algorithms. With the rare exception of a 
billable code for a multi-analyte algorithm, CL2.0 
efforts are currently not recognized as a billable 
service. Regardless, however, all three funds flow 
mechanisms require strong working relationships 
between the clinical laboratory and the stakeholders 
carrying financial responsibility for delivering 
healthcare to a regional population. 

Foundational CL2.0 value premises that the clinical 
laboratory can bring forward include reduction in or 
prevention of expensive hospitalizations, decreasing 
length of hospital stay, delayed or prevention of 
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chronic disease progression, and in a strictly 
financial sense, identification of opportunities for 
improved reimbursement under value-based 
payment systems (7). Additional value can be seen 
with shorter time to diagnosis, shorter time to 
appropriate specialty referrals, more appropriate and 
productive first-time specialty appointments, and 
shorter time to preventative measures or therapeutic 
interventions.  Actual CL2.0 demonstration projects 
can also generate specific revenue statements, in 
support of negotiated funds flow revenue streams. 
Opportunities for CL2.0 demonstration projects 
include support or leadership of healthcare initiatives 
involving patients with the highest financial risk for 
utilization of healthcare resources.   

Step 6 - Key Resources: The laboratory cannot act 
alone when implementing CL2.0 initiatives; these are 
multi-disciplinary initiatives that must involve clinical 
leadership and can also benefit from engagement of 
patient advocacy groups and laboratory industry. Key 
resources that should be leveraged when considering 
CL2.0 projects include published literature on quality 
metrics, and treatment guidelines that can be 
incorporated into Laboratory-Initiated Care 
Pathways. Additionally, the information available 
from previously completed CL2.0 demonstration 
projects is valuable, as these peer-review 
publications can serve as templates for local design 
of a CL2.0 initiative.  Currently available data (both 
clinical and financial), existing institutional resources 
for data analytics, and information technology (IT) 
personnel in the organization who could serve as 
project collaborators should also be assessed. 
Integrating institutional subject matter experts into 
Demonstration Project teams is encouraged to help 
build the necessary internal support for CL2.0 
initiatives that align with the organization’s priorities. 
Lastly, if available, national and consortium 
databases can be outstanding comparators for the 
results generated.  

Step 7 - Key Activities: Laboratories may want to 
begin with the initial activity of completing a single-
site Demonstration Project and/or developing a local 
Laboratory-Initiated Care Pathway utilizing the 

laboratory generated insights. These key activities 
allow labs to work across the healthcare system to 
gather support and align with key organizational 
priorities. Large organizations may initially conduct 
projects using a pilot roll-out on a target patient 
population or limited to a pilot geographical setting. 
Once a pilot is completed, broadening project scope 
may then be considered.   

Project launch will likely include a communication 
and education campaign within the organization, to 
ensure that clinical providers and operational 
personnel are aware of the project requirements. 
Indeed, the project intervention may be this 
communication and education campaign. Once a 
Demonstration Project is activated, staying abreast 
of the progress of a CL2.0 project is an essential 
requirement. This includes verification of successful 
operationalization of the project, and regular tracking 
of operational metrics and preliminary outcomes. If 
successful, a Demonstration Project may become 
incorporated into the routine operations of a health 
system (8). 

As regards tracking of project operational metrics 
and target outcomes, these are not projects that 
require blinding of the observers. The paradigm is 
that of a quality improvement project, and hance is 
open and not blinded. That being said, if the 
Demonstration Project leadership is contemplating 
publication of their project findings, then submission 
of the project protocol to an institutional review 
board (IRB) is required. For Project Santa Fe 
Foundation CL2.0 demonstration projects to date, 
the IRB approvals have been under the “exempt” 
category, in that, being a quality improvement 
project, patient consent is not required.    

Laboratories associated with academic medical 
centers may also consider requesting intramural 
grant funds to seed Demonstration Projects and train 
others in this effort. Finally, laboratory-initiated 
interventions can be developed using the longitudinal 
lab data and insights from Demonstration Projects. 
These interventions, developed with other 
departments, should strive to become embedded in 
the care processes within the organization.    
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Ongoing communication to support the laboratory’s 
new role within the organization is also an important 
activity to maintain. Successful Demonstration 
Projects should be publicized and celebrated. 

Step 8 - Key Partnerships: As is clear from the 
sections above, initiating CL2.0 demonstration 
projects is a team effort, requiring many partnerships 
and collaborations.  Over-and-above institutional 
partnerships, PSFF has found exceptional 
opportunity in working with partners in the in vitro 
diagnostics industry. While one clinical laboratory 
operates within a specific healthcare environment 
(however small or large), industry partners have 
touchpoints with many integrated health systems, 
providers, and leadership across the industry and 
worldwide, and can provide information on how the 
application of CL2.0 principles as outlined in the 
CL2.0 model can be used in real-world situations.   

Other partnerships needed include quality 
departments that are part of integrated health 
systems, population health services, and regional 
public health entities. These partnerships can 
support the integration of Laboratory-Initiated Care 
Models as part of new and existing care pathways. 

Depending on the objectives being met, other 
partnerships may include governmental agencies, 

reference laboratories, national organizations that 
drive care guidelines, and legislative policy makers.   

Step 9 - Cost Structure: When planning a 
Demonstration Project, laboratories may need to 
budget for additional resources. These resources 
may include resourcing of laboratory information 
system enhancements, data science expertise, 
engagement of a health economist, and budgeting for 
the time away-from-the-laboratory for participation in 
system-level strategic effort. The laboratory project 
team will likely span a broad professional group, 
including laboratory medical and scientific 
leadership, laboratory management, and technical 
personnel. To promote CL2.0 project work, 
organizations may choose to activate unique 
department sections or coalitions designed to 
develop and execute CL2.0 initiatives.   

A 9-Step Business Canvas using chronic kidney 
disease (CKD) as a demonstration project example 
has been provided to show the interface between the 
components of the Business Canvas and the 
planning and implementation of a Clinical Lab 2.0 
project.  The CKD Business Model canvas (Figure 3) 
was developed based on the published multi-site 
demonstration project publication (4). 

 

 
Figure 3: Example of how the 9-step business canvas can be used in the planning and implementation of a 
Clinical Lab 2.0 Demonstration Project using the example of Chronic Kidney Disease (CKD). 
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Phases for a Successful Demonstration Project:    
Conducting a successful demonstration project initially takes significant preparation followed by actions to 
conduct the project, and lastly implementation and dissemination. (Figure 4) 

 
Figure 4: Phases for the planning, conduct, and implementation of a demonstration project. 

Phase 1 – Strategic Project Selection and 
Alignment: Initiate the Demonstration Project by 
identifying high-prevalence conditions that result in 
high cost and high risk for the healthcare 
organization. Alternatively, a single test used in 
identifying a high-prevalence condition can also be 
used to develop Demonstration Projects. One 
example might be assessing the ability of laboratory 
data for liver disease to risk stratify diabetic patients 
when evaluated against ADA guidelines. 
Demonstration Projects should focus on topics 
where the laboratory can play an important role and 
utilize laboratory data for program design and 
execution. Prevalent health conditions that pose high 
financial risk for healthcare organizations, those 
impacting a significant number of patient lives, and 
those in alignment with the organization’s strategic 
priorities should be considered for Demonstration 
Projects. 

Potential Demonstration Projects should be mapped 
to the CL2.0 model during the planning stages.  Only 
projects that can address all areas outlined in the 
CL2.0 Laboratory-Initiated Care Pathway should be 
considered.  

Phase 2 – Stakeholder Engagement & Buy-in: 
Topics identified for potential projects need the 
engagement of internal stakeholders and subject 

matter experts. Early collaboration with clinical, 
operational, corporate and financial leaders is crucial 
to securing organizational buy-in. Without this 
engagement, a strong project topic will not flourish 
and may even encounter significant resistance. 
Stakeholders can advocate for the project’s topic 
throughout the organization, support the role of 
CL2.0, and actively participate in the project’s 
implementation.  

Phase 3 – Plan the Demonstration Project: Key 
resources needed, regulatory and compliance 
requirements, budget support, and development of a 
protocol including all data to be collected as part of 
the Demonstration Project should be planned. A 
recommended timeline and project lead may assist 
the CL2.0 Project to stay on target. Once 
Demonstration Projects have some traction within an 
organization, it is easy for the projects to take on a 
broader scope and implementation strategy. We 
recommend that the objectives of the Demonstration 
Project be carefully described and outlined in the 
protocol and discipline be exercised in project design 
and execution to avoid expansion of scope.   

Another key factor to consider when planning a 
Demonstration Project is to include a pilot project. 
The advantages of a pilot project are that it can be 
smaller in scope, limited to retrospective data, 
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requires less time and financial resources, and/or 
address a smaller question. A pilot project should 
still follow the CL2.0 model and address an 
important problem for the organization.   

While the ideal Demonstration Project would be 
integrated into a patient care process through a 
Laboratory-Initiated Care Pathway, it is often 
important to demonstrate the value of the 
laboratory’s knowledge and longitudinal data prior to 
this integration. Initially using retrospective data may 
demonstrate value prior to moving to a prospective 
data use model.   

CL2.0 Demonstration Projects should collect 
information to demonstrate value using both clinical 
and financial outcomes. Planning data collection for 
these outcome measures can be challenging since 
many measures can be impacted by the laboratory’s 
clinical insights. Laboratories often do not have 
access to the organization’s financial measures such 
as total cost of care or length of inpatient 
admissions. Working with key stakeholders in the 
finance department is an important step in the 
project’s planning.    

Demonstration Projects involving multiple 
institutions typically require approval through Legal 
Departments or Institutional Review Boards to 
ensure data use agreements and security 
requirements for data collection meet the 
organization's policies. Our experience is that, for 
multi-institutional Demonstration Projects, the lead-
time for establishing the necessary legal and 
regulatory framework can be as long as the time 
required for actual execution of the project. 

Phase 4 – Launch the Demonstration Project: Once 
the Demonstration Project is appropriately planned, 
data collection can begin utilizing the key resources 
and data analytics set up in the planning phase. 

It is not uncommon for projects, once in the data 
collection phase, to need minor revisions. This will 
lead to some delays and revisions and should be 
expected.  

Phase 5 – Disseminate Findings: Sharing findings of 
the Demonstration Project are the final step. Peer-
review publication is a highly desired outcome but is 
not required. The true success of a CL2.0 project is 
the value delivered to the immediate stakeholders, 
for it is that constituency that has the greatest impact 
on the perceived value of that clinical laboratory. 
Successful projects can help in securing support for 
other projects that highlight the role of the laboratory. 
Disseminating findings beyond the institution, as 
through publication and national presentations, is a 
strong reputation-builder for the parent institution. 
Such reputation building can help in advocacy for 
obtaining additional resources, both technical (as in 
information technology platforms) and in personnel.      

Conclusion: Demonstration Projects have four clear 
outcomes.  

1. They demonstrate the clinical laboratory’s 
ability to improve patient and population 
outcomes.  

2. They can promote more cost-effective delivery 
of health care for the population served by 
health systems.  

3. There may be specific realization of revenue for 
the health system under value-based payment 
systems. 

4. These projects foster a culture of collaboration 
among stakeholders and give the clinical 
laboratory superb opportunity to play an 
increasingly important role in delivery of value-
based care. 

In pursuit of the four outcomes above, the 9-Step 
Business Canvas framework enables the clinical 
laboratory to prioritize the opportunities worth 
pursuing. The concepts of care optimization, 
diagnostic stewardship, management of care 
variation, proactive predication of risk, cost 
avoidance and achieving efficiencies in the total cost 
of delivery healthcare, are leveraged through use of 
the 9-Step Business Canvas. 

We invite all sectors of the healthcare industry, 
policymakers, and laboratory leaders to collaborate 
with PSFF in the implementation of the CL2.0 model. 

https://cl2lab.org/wp-content/uploads/2026/03/Framing-the-Movement-manuscript-w-Strategic-Glossary-031326.pdf
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Through this partnership, we can redefine the future 
of diagnostic services and improve patient lives.  
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